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Themes based on outcomes of the INNOVi@aject regarding important issues for the implementation of holistic care for RD and on
inputs from the RiAction, regarding RD policy and the implementation of Centres of Expertise and European Reference Networks.

Guiding questions
1 Can you think of an good practices relating to this topic, which work well in your experience?
1 What needs to happen within each of these topics, to improve the status quo for rare diseases?
1 What might ERNs specifically do to make an impact?
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Sl. Health & Social Care: structural coordination & cooperation to ensure persentred holistic care pathways

Chair: Edmund Jessop, former member of the Commission Expert Group on Rare Diseases; INNOVCare Advisory Group
RapporteurTeresinha EvangelistE URENMD

First Name|  Last Name Organisation Profile Country
Anders Olauson Agrenska Resource Centre Social Service Sweden
Beatriz MartinezLozano| Regional Ministry of HeakRegion of Murcia Public body/Regional | Spain
Edmund | Jessop National commissioninGroup, National Health Service Public body/National | UK
Isabel Fernandez Federacion Espafiola de Enfermdes RarasHEDER) Patient Representativ{ Spain
Federation of esophageal atresia and tracksophageal fistula
Graham | Slater support groups e.VERNICA (inherited and congenital anomali§ Patient Representativi Germany
Joanna Das University of Newcastle Academic UK
Mandy Andrew NHS Lanarkshire Public body/Regional | UK
European Reference
Mariangela| Pellegrini APRHP Hopital Saidtouis; ERN EuroBloodNElaematology) | Network France
Marta DeSantis Istituto Superiore di Sanita Academic Italy
Rasmus | Bruun National Board of Social Services Public body/National | Denmark
Stein Are Aksnes Norwegian National Advisory Unit on Rare Disorders Public body/National | Norway
European Reference
Teresinha | Evangelista University of Newcastle; ERN EJRI@D (Neuromuscular) Network UK

Challenges addressed:

1 People living with a rare disea@®D)and their carers facasignificant care burden, whiceriously
affects teir dally life- see here the results of theEuropen survey on the social impact of Rig. 65%
have to visit different halth, social and local services in a short period of time; 67% find that these
services communicate badly with each other

1 People with a RDften struggle to access thariousteams/experts neededo provide multidisciplinary
carewithin a Centre of Expertisdet alone to navigate the health and social care systantscal, regional
andnationallevel Often, hospitals and tertiary care do not liaise well with social support providers;

9 Local and socialupport services are often closer to the patient, but typically they are the furthest from
the specialised knowledge/expertise on RD;

1 Sructurallack of coordinatiofcalaborationbetweenpublic bodiesandbetween care providers Isdoeen
repeatedly pointed out as a kdypttleneck, whicHimits the provision of integrated care for RD

Guiding questions

1 Can you think of any good practices relgtho this topic, which work well in your experience?

1 What needs to happen withithis topic to improve the status quo for rare diseas&¥Rat needs to
happen to achieve structural coordination and cooperation?

1 What might ERNs do to make an impact?

Sourcesrovided in advance tonspired the discussion- Index, details in respective sections below

1 Recommendations from the Commission Expert Group on Rare Diseases

T Challenges and strategies emerging from I NNOVCal

f Outcomes of breakout session from previous | NNOVCar
| nnovative Care for Rare Diseases & Complex Conc

1 Reflections on the possible role of European Reference Networks

Recommendations from the Commissidxpert Groumn Rare Diseases
Commission Expert Group on Rare Diseases Recommendations to Support the Incorporation of Rare
Diseases into Social Services anlickg adopted unaimously by all MS in 2016

1. The incorporation of RD specificities into mainstream social services and policrecesaary element
to be considered in future National Plans and Strateg{®8?/NS¥or RDand should be incorporated when
existing NP/NS are evaluated and revisadparticular:

1 Training of professionalshould be promoted,;

1 High quality informationshould be made available.


https://innovcare.eu/survey-juggling-care-daily-life-balancing-act-rare-disease-community/
https://ec.europa.eu/health/sites/health/files/rare_diseases/docs/eucerd_recommendation_2011_en.pdf
http://ec.europa.eu/health/rare_diseases/docs/recommendations_socialservices_policies_en.pdf
http://ec.europa.eu/health/rare_diseases/docs/recommendations_socialservices_policies_en.pdf
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2. Centres of Expertise have a key role in facilitating integratade provisionin line with theEUCERD
recommendations on Quality Criteria for Centres of Expertise on Rare Di$éa%¢40):
1 CEdring together, or coordinatewithin the specialised hdidcare sector multidisciplinary
competences/skillancluding paramedical skills and social services
f CEsrovide education and trainingi 2 0 Xéalthga@eyprofessionals (such as school teachers,
personal/homecare facilitators);
1 CEsontribute to and povide accessible information adapted to the specific neaafgatients and
their families, of health and social professionals.

3. European Reference Networks for RD have a key role in facilitating integrated angsion in line
with the EUCERD recommendations on European Reference Networks for Rare [iH®)}eard the
Directive on patient® NJA 3 K ébérdeAhgalthoddd\dicie 12, 4ii):
1 RD ERNSs need tollaborate with each other, as well as with patient groups, health and social care
providers
RD ERN®llow a multi-disciplinary approach
RD ERNsould function as a platform to sha experiences and promote cooperation between
MS, to develop precise descriptions of the services required and elaborate common guidelines.

1
T

4.MS should promote measures that facilitate multidisciplinary, holistic, continuous, persemtred and
participative careprovision to people living with rare diseases, supporting them in the full realisation of
their fundamenal human rights (recommendation 4).

6. Transfer of information between care providersvithin the limits of data protection legal frameworks,
should be promoted towgoport holistic care provision.

7.MS should promote coordination and networking between all parties involved in the care provisibn
persons affected by RD, including pulflidyate and civil society organisations as well as between
providers and patient/disability organisations.

9. Theelaboration and dissemination of good practicésr social are in RD should be encouraged.

Challenges and strategiesmerging froml NNOVCar e’ s i nterviews at nati

The interviewswvere conductedmostlywith public bodies and healthcare providdarsaselection of EU countries
The issues listeate thereforenot a reflection othe perspectives of all stakeholdérational cortexts.

V Collaboration betweerpublic bodies

Challenges mentioned in interviews: Strategies mentioned in interviews:

9 Federalism/regionalism hindetise exchange | 1 Srongerinvolvement of local administratn in the
of knowledge and theollaboration between organisation of careasthey arethe closest to the
services; patientd families(regional administrationAustrig;

1 RD fall into the responsibility of the social 1 Goordinated budget of the political bodies responsible for
ministry, the health ministry and the ministry ¢  social and health care provisipn
education. Despite national plans and adviso| ¢ g,dgetdedicated to the coordination of different political
boards these_ issues are not partaafommon 62RASAD GLG Kla G2 68 Of S}
agenda opolitical bodies collaboration is welcome and be provided with spécia
1 Legal frameworks and funding schemegliein fund<t (regional Policy maker, Romania)
a stronger collaboration of the administrations
of health, social and educational servioé4/e
have different ministries and differefitinding
andaccreditationd O K S YR&giosal policy B _ o o
maker, Romania). I Qualified staff responsible for communicatiomediation
between different institutions (egional policy maker,
Romania)

1 Building on the positive experiences of colledt@mn between
political bodiescan contribute to making collaboration across
political bodies ot the exception, but the rule;



http://www.eucerd.eu/?post_type=document&p=1224
http://www.eucerd.eu/?post_type=document&p=1224
http://www.eucerd.eu/?post_type=document&p=2207
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2011:088:0045:0065:EN:PDF
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V Collaboration between different care professionals

Challenges mentioned in interviews:
9 Docors are not used to collaborateith
other care professionalé ¢ K S &
howto work collaborativelyand to become

experts of networkinginvolving all care
LINE F S a &egichaf $otiakipblicydmaker
Spain)

9 Due to a lack of coordination and networkir

between professionajgontinuity of care
cannot be guaranteefbr patients with
complex needsisnegativelyaffects the
quality ofcare patients receiveptient
representative, Spain)

yS S

Strategies mentioned in interviews:

9 Public procuremenip foster collaboration between different
a SN A O Shlicvadndinistiatorcarlfoster cooperation by
setting new standards whemmmissioninglifferent services
(socialpolicy makeySpain)

9 Trainingof professionals on Rihvolving patients, their relatives
and different care professionats helpall partiesunderstand the
complexities of the situation of theersonwith a RD;

1 Protocol oftreatments or intervention plas that informon the
treatments he patient has received so far;

9 Mapping of services to ensure that patieatsd professionals
know where to find the experis

I Shamg competences betwednINE F S ZDiferedtyafieY @
professimals should have equivalent positions to ensure latera
transferof expertisebetween profes®mnse.g.social workers,
nursesR 2 O (i 2ddlin dageexpe Austria)

fat N2FSaarzylta KI 3So $edettsf@0S
everythingd o dzf S8 R S 0502YS WSEL
and tolearn how to share informatio¢social care administration,
Spain)

f Casemanageré:, 2dz YSSR a2YSo02Reé 4
everybody does what they agreed on in the intervention plan,
up after assessingné primary needs of the patientEhis would

be the role of the case manageé¢ 6 KSI f G K L2 f

Outcomes of breakoutassion from previous INNOVCare WorkshdAdvancing Holistic and Innovative

Care for Rar e Di

seases

& Complex Conditions”

V Important issues for the implementation oihtegrated care for rare diseases
9 Focuson specifics of integrated care necessary RID
1 Difference betweerRDand other diseases

o Rarity(difficulty to meet other with the same disease);

o Lack of knowledg@bout the diseases (difficulty to find information);

= =

Top-down and bottomup approaches:

For these reasons, itigcessaryd use multilevel strategie the integrated care implementation;

(201

o National or regional level: top dowiapproach is most appropriate; the rights of the patients need to be
defined as well as outcomes and training progsdor resource centres;

0 Local levelwhere the patients reside, zottom up approach will provide innovative methods, best
practices and inspiring models of care;

o Intermediate level rarity and lack of knowledge require thi® connect the local and natiaal level;
offer experience, knowledge and organizational support;

1 Incentives/tools heededo promote integrated care for rare diseases:

o National level: financial or notinancial, while experience, support and training can be transferred
throughout commuity using technology, remote care, ICT record, platforms, etc.;

0 Intermediate level: coordination and patient training, advocacy and active hearing

0 Local level: provision of services uses case managefserported by pathways; care is provided in
multidisciplinary teamsleadership is shared.

9 Discussion ofunding:

0 Value based commissioning does not seem appropri@eRD

0 User led personal budgethat transfer responsibility for care to patientdo not seem appropriate

0 Resource centrefor RDneed to be financed as part of the systemublicly. Their payment shall be
according to the outcomes and goal achievement.



https://innovcare.eu/event/innovcare-workshop-advancing-holistic-care/
https://innovcare.eu/event/innovcare-workshop-advancing-holistic-care/
https://innovcare.eu/social-services/resource-centres-for-rare-diseases/
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Reflections on thepossiblerole of European Reference Networks

Coul d ERNs perhaps..?:

1 Spread understanding of the benefits of joinadp, holistic care pathways for patientsencompassing
less strictly medical professionals, such as physiotherapists, psychological treerapissocial support
appropriate to the specific needs of people with rare diseases and their families?

1 Create personalised health and social care plans for people with rare disegsessibly both those
receiving virtual referrals and the patients visgiconstituent HCPs?

TheAnnex Il of theCommission Delegated Decision (2014/286/EU) of March 2014stipulates a
particular duty of HCPs/CEs wishing to join an ERN:
M® 000 G2AGK NBIAFNR G2 2NBAFYyAaAlFLGA2YS YIYyI@SYSyi
ensure coordination with and easy access of the provider to other resources olicp@di$ or services
ySO0SaalNE F2NJ.YFylF3aAy3d LI GASyiGaé
9 Are these other resourcesinits or services always strictly medical?
9 Also consider the potential roles of ERNs and CEs recommended by the EWW@ERDBw they might
play a role in bridging the gapstheen health andsocial care for RD (see pages 2 and 3).

Outcomes of the discussion
Poster developed during the session:
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Examples of good practices:

1 Spaing the region of Murciaapproveda plan for integrated care for RDncludinghealth and social
careal 2 mi | | i avasasSignédo tthegpam for 3 yearsof implementation; thebudget is

provided by thedifferent administrations the plan includes the use ofse management for Rising

an interconnection case managerthre hospital and 9 case managers in the community; the region has
implemented data sharing between health and social administrations;

Manchesterg pilot project, with asingle pulled budget for health and socjal

Scotland; the patient is in charge of theiown budgetand they can swap it between needs

England; peoplewith disabilities are entitled to have a personal budget;

Norway¢ you have the right to a CM if you have a long life disability

= =4 =4 =4


https://ec.europa.eu/health/sites/health/files/ern/docs/ern_delegateddecision_20140310_en.pdf
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Points raised during the discussion:

1 There is a need farrossbudgetarysystem as it is not ideathat the health budgepays everythingin
RDthe health cost i®ne of the less demanding onesjucation, worketc. are much more demanding;

91 Day to day care should be given locally;

9 It would be useful to know #acountriesthat haveinstituted universal rights at the nationalevel;

1 United Nations agend& we should take in consideration the united Nations (SDG) UN Sustainable
Development Goajs

The role that ERNs can undertake:

9 Offer the model of holistic cardt; was proposed thaERNs should considére 5 aspects of holistic
carefrom the beginning (health, social care, education, insurance, work); it also would be useful to
separate the concepts of multidisciplinary and holistic care;

1 Produce information orRDe.g. leaflets, training courses, research on social and educational aspects;

they could also create-learning platforms; to produce this information, ERNs can use information also

produced by the European Network of Resource Centres fay RideResourceNgt

Support patient empowermentnd alertness by providing information and materials e.g. webinars;

Report GAPs of knowledge in member statesmdprovide guidance on how teollaborate on an

administrative level; ERNs should have a regional network to implementadal level the guidance

emanatingfrom the ERN;

1 There is a need to evaluate the impactzRNsas they are evolving over time; the Network maturity
matrix could be usetbr this.

= =4


https://innovcare.eu/social-services/rareresourcenet/
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2. Patient empowerment & engagement: strategies to ensure persoentred care & meaningful patie

engagement in care design

Chair: Raquel Castro, INNOVCare partRapporteurRebecca Tvedt SkarbeEyropean Patient Advocacy Group (ePAG)

First Name Last Organisation Profile Country
Carolin Engelhorn| Kindness for Kids Social Service Germany
Gunilla Jaeger Agrenska Resource Centre Social Service Sweden
European Reference
Judit Germuska| Great Ormond Street Hospital London; ERN EpiCARE (Epilep{ Network UK
Varadiné | Muscle Dystrophy Association; ERN EURO NMD (ERN on
Judit Csapé neuromuscular diseases) Patient Representativg Hungary
Lenja Wiehe EURORDIRare Diseases Europe Patient Representativg France
Lisen Julie Mohr| Frambu Resource Centre for Rare Disorders Social Service Norway
Monica Solomie | Ministry of Work, Family, Social Protection and Elderly Public body/National | Romania
European Reference
Oda Marie | Jordal Dermatology, Oxford University Hospitals; ERN Skin Network Denmark
Raquel Castro EURORDIRare Diseases Europe Patient Representativg France
Tvedt Norwegian National Advisory Unit on RD; ERN BOND (Bone
Rebecca | Skarberg | disorders) Patient Representativg Norway
Tiina Stelmach | Estonian Agrenskeoundation Resource Centre Social Service Estonia
Vibeke Sparring | Karolinska Institutet Academic Sweden

Challenges addressed:

9 Patient engagement: involvement of patient experts as equal partners idebign and delivenof
care services and policies;

1 Personcentred, holistic and participative care: guaranteeing that care is provided according to the
individual needs and wishes of the patient/carer;

1 Patient empowerment: building the capacity of patients to manage thaiydife, aiming at increasing
quality of life, seimanagement and prevention.

Guiding aiestions:

1 Can you think of any good practices relating to this topic, which work well in your experience?
1 What needs to happen withithis topig to improve the satus quo for rare diseases?
1  What might ERNSs specifically do to make an impact?

Sources provided in advance to inspired the discussidndex, details in respective sections below

I Recommendations from the Commission Expert Group on Rare Diseases

1 Challengs and strategies emerging from I NNOVCare’s
1 Reflections on the possible role of European Reference Networks

Recommendations from the Commission Expert Group on Rare Diseases

Extracts ofommission Expert Group on Rare Diseases Recommendations to Support the Incorporation of
Rare Diseases into Social Services and Pobdepted unaimously by all MS in 2016:

1. Theincorporation of RD specificities into mainstream social services and polisiasnecessary elemeiat be
considered in future National Plans and Strategi@¢P/NS) for RD and should be incorporated when existing
NP/NSare evaluated and revisedhn particularHigh quality information should be made available.

2. Centres of Expertisdhave a key role in facilitating integrated care provision in line with ECERD
recommendations on Quality Criteria foE€n Rare Diseasé4, 9, 10): CEntribute to and provide accessible
information adapted to the specific needs of patients and their familie$ health and social professionals.

3. European Reference Networker RD have a key role in facilitating integrated care provision in line with the
EUCERD recommendations d®NSfor Rare Bieaseq10) and thes ANB OU A @S 2y LI-bordeS y G & Q
healthcare(Article 12, 4i): RD ERNs need ¢ollaborate with each other, as well as thi patient groups health

and social care providers;



http://ec.europa.eu/health/rare_diseases/docs/recommendations_socialservices_policies_en.pdf
http://ec.europa.eu/health/rare_diseases/docs/recommendations_socialservices_policies_en.pdf
http://www.eucerd.eu/?post_type=document&p=1224
http://www.eucerd.eu/?post_type=document&p=1224
http://www.eucerd.eu/?post_type=document&p=2207
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2011:088:0045:0065:EN:PDF
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2011:088:0045:0065:EN:PDF
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4. MS should promote measures that facilitate multidisciplinary, holistic, continuous, persentred and
participative care provisiorto people living with rare diseases, supporting them in the fullisation of their

fundamental human rights.

5. MS should promote measures that support patients/families affected by RD to participate in decisions

regarding their care plan and their life project

1 MS should develonformation and training tools for patents and familiesaffected by a RD which
empower them and increase their capacity to undertake a participative role in care provision;

9 Care providers should be prepared to give ndinective assistancand support patients and families
to express their wises, set prioritiestake decisions and direct their own servicéghey wish to do so.

7.MS should promote coordination and networking between all parties involiadhe care provision of persons
affected by RDincluding public, private and civil saty organisations as well as between providers and

patient/disability organisations

Chall enges and strategies emerging from I NNOVCar e

The interviews were conducteabstly with public bodies and healthcare providers, in a selection of EU countries.
The issues listed are therefore not a reflection of the perspectives of all stakeholders/national contexts.

V Communication between doctors and patients

Challengesnentioned in interviews:

1

of time on things which are not their core Austria)
competence®.g.administration. This time is
Ol AYy 3 72 Nhealtl &rviteNB

to the patients hiealth ®rvices, Austrig)

Gomplex cases are considered time
consuming, buare not remunerated

I RSljdzr iSfted a¢KS &GN
complex needs is time consuming. Yet this
not taken into account by the insurance
scheme and natefunded adequately. Hence
primary care doctors prefer to have less
O2YLX SE OlFIaSa teeRS
administration, Austria).

Strategies mentioned in the interviews:
[ FO1 2F G4AYS 2F R20O/ T Communication training for doctors (Health care expert,

1 Case managemérto provideorientation and information
(case manager, Spain)
w2YFYAFOT a5 2imeieidNgn | T Care plan that doctors, patients and their relatives decide of
together (health care expert, Austria);

9 Doctors share competences with othere professionals; e.g
family/community-nurses ca guarantee a low threshold
access to care, answeritgii K S LJlaridfeltye® Y S
(health care expert, Austria)

I Shared trainings for patients, doctors and socaec
LINE FS&aaAzyl f whotodkipadrt8ifha traihibgh O
program, involving patients and their relatives, reportielt
they got deeper knowledge of the diagnoaid its complexity
as well asncreased knowledge on the everyday lifepebple
with RD. They said that the trainingemg very helpful for their
professonal life.(Care provider, Sweden)

V Lack of trust in the competences of patientBatients and carers lack information on the disease

Challenges mentioned in the interviews:

)l

The competences of patients in organising their care are not taken int
account appropriately. The patients themselves, the doctors and the
political bodiesdck trust in these competences;

The relation between doctors and patients is rather hierarchiRatients
ask the doctor how their diseases can be cufdtky have rather low
health competences, lack information on their disease and do not
consider themselves to have high agency in making releleuoisiors
concerning their care (Health servicésistia), =~ ) R
a52002NAR FNB y20 dzZaSR 042 dalF1S |
competences and abilities of patients are considered rather low. Thes
hierarchiesegativelyinfluence the way doctors commigate with
patients(Health care administration,dxa 0 NA I 0O T aLy uS3
actively involve the patients in the organization of care. They have to |
SYLR2GSNBR 02 OFNB FT2NJ 0KSYaSt g9
Political bodies do not trust the competences of patients and their _
relativestoorggfg A a S OF NBY a/ 1 asS YIyl3ISN
families who are poor often use the money for daily life and not for the
disability of their child. Case managers should therefore coordinate an
OKSOl AT 0UKS Y2ySe Aa dziosdherfagniyd

LINPOfSYasg ow2YIFIyAlLS . a20Akt OF NJ

Strategies mentioned in the
interviews:

1 Selfreporting systems for patients:
G2S KI @S LI GASY
outcomes. They are reading the
outcomes and can do self
reporting. That is very nic&he
system used to be quite
paternalistic. But this culture is
OKI y3aAy3 y2gdé
Romania)

9 Trainings for patients and their

relatives

Guidelines for patients;

Helplines for patients and their

relatives informing on services

= =4




Workshop:Creating a Sustainable Environment for Holisticrladvative Care for Rare Diseases & Complex Conditions
Frambu Resource Centre for Rare Diseases, Ostd,312pril 2018
Breakout Sessions

V Lowrecognition of the volunteer work of sethelp groups

Challenges mentioned in the interviews: Strategies mentioned in the interviews:

)l

A lot of workneeds to be done to inforrand empower 1 Financial support for selfelp groups
patients and to advocatior RD patients is done by patient
organisations. Howevethey work mainly voluntalsy;
Patient organisationsannot be solely responsible for the
empowerment of patients, but it also needs to be put on t
agenda of political bodies.

Reflections on thepossible role of European Reference Networks

Annex |l of theCommission Delegated Decision (2014/286/EU) &iM@arch 2014states as follows:
ANNEX 11

CRITERIA AND CONDITIONS FOR APPLICANTS FOR MEMBERSHIF OF A NETWORK

1. General eriteria and conditions for all applicant healtheare providers
All applicants wishing to join a Network shall comply with the following criteria and conditions:
{a) as regards patient empowerment and patient-centred care, applicant providers must:

(i) hawe put strategies in place to ensure that care is patient-centred, that patients’ rights (such as the right to
informed consent; the right to information concerning their own health; the right to access to their medical
records; the right to privacy; the right to complain and the right to obtain compensation, the right to be em-
powered and to participate (for example, through customer relations management strategies, patient education
strategies and active engagement strategies for patients and families throughout the healtheare institution)) are
respected;

The Addendumto the original EUCERD Recommendations contains sjiteific proposalsegarding
patient engagement in the Networks:

oNecesity of Patient Involvement in RD ERNRatients and patient representatives should play an integral

role in the decision and opinion making process in RD ERNs and be involved in structural and clinical

network activities. It is recommendétat RD ERNs demonstrate meaningful patient involvement, patient

centeredness and empowerment through recognition of the role of patients, as experts by experience and

co-producers of knowledge, in RD ERN structural and clinical activities and theexfuragirate meeting

the legal requirements in the Delegated Acts.

tFGASYydaQ Ayg2ft gSYSyid RSLISyRa 2y GKS a02LS 2F ws

o To advise on planning, assessment and evaluation of Centres of Expertise and European Reference
Networks lased on their experience, with a consistent approach

0 To ensure transparency to quality of care, safety standards, clinical outcomes and treatment options

o0 To promote and encourage a patiecgntric approach in both delivery of clinical care, service
improvement and strategic development and decisitaking

o0 ¢2 SyadsaNB |fft SIKAOFIf A&dadzSa FyR 02y OSNya F2N LI
needs appropriately

o Toensurecareispatie@@SY i NBR FyR NBa&ALISOGa LI GASydaQ NRIKGaA

0 To ensure the application of personal data protection rules, compliance of informed consent and
management of complaints

o To ensure feedback on patient expexe and the active evaluation of patient experiénce

1 What role could ePAGs (European Patient Advisory Groups) play here, in encouraging HCPs to meet
the requirements of Annex Il above?

What does patient empowerment really mean in the context of ERNs?

Also consider the potential roles of ERNs and CEs recommended by the EUCERD, and how those
might relate to patient empwerment and patient engagement (see pages 6 and 7).

= =


https://ec.europa.eu/health/sites/health/files/ern/docs/ern_delegateddecision_20140310_en.pdf
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Outcomes of the discussion

Posterdevelopedduringthe session Word cloudelaboratedon site: What do
we meanby patient engagement?

Expertise

Quality-of-Life
Exnperience

Partnership

Co-care Anger
Support
Equal-chances

Knowledge

Generalconsiderations:

It isimportant to definewhat do we meanby patientengagement;

Thereare different levelsof patient/beneficiaryengagement;

Formallevelpatient/beneficiaryengagementioesnot alwaysmeanactualmeaningfulengagement;

All stakeholdershavearole to ensurepatient/beneficiaryengagement

Variouspoliciesto ensurepatient engagementrein place.But, how canyou makesurepeoplewith a

RDwho havecertaindisabilitiesare actuallytargetedin relevantpolicy/servicedevelopment?

Many RDdo not havea patient organisationor only havea smallone; thismakesrepresentation

difficult;

Variousfactorsinfluencethe degree of patient engagemente.g.level of employmentfor peoplewith

disallities, levelof integrationinto disabilitylaws,accessibilitylevel of indeperdenceetc.,

Resourceare anissuewhenit comesto ensuringpatient representation Little or no fundingis

availablefor patientengagementwhichis basedon volunteerwork. Many patient representatives

havelittle time andresourcedo participate. Thisneedsto be recognisedand solvedto makepatient

engagemensustainableForERN4go be sustainablethe ePAGsvork needsto be better recognised;

Onthe other hand,we needto bewareto not & LIN2 F S & &hé phtjeht fegreSedtativerole;

Civilorgangationsalsoneedfunding,employedstaff and recognitionin orderto supportpatientsto

participatein patientengagementCanwe learnfrom non-RDorganizationson this?

1 Someexperiencesn RDarethe sameascommondisorders but someare different. Whatis different
canbe difficult to see.

= = = = =8 =8 -89

= =9
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Keyissuesto ensurethat patient/beneficiariescanbe engagedn the developmentof services/policies:

Informationavailableto patientse.g.on the diseasepn proceduresavailableresourcesetc.

Trainingand capacitybuilding,includng leadershiptraining;

Transferof goodpractice/guidancéetweenpatient representatives;

Recognitiorof the expertiseof the patient representativeand of its value,includingadequatetime-

spentfinancialcompensationpn equalfooting with other expets (althoughit isimportant that patient

representativesare ableto bringforward the grassroots experience);

1 Patientorganisationsnd civil societyshouldbe supportedto help provideinformationandtrainingto
the representatives;

1 Regardinghe sodal anddailylife support,it isimportant that the disabilitiesgeneratedby RDare
recognisedsothat peoplelivingwith RDcanbe involvedin relevantpolicies/services.

= =4 = =9

Suggestiondor strategiesof patient/beneficiary engagementat different levels

Individuallevel:

1 Peerto peersupportwithin samediseaseandwith patientswith other diseases;

9 Trainingandinformationfor patientsandfamilies;

1 Transferof practicebetweenpatient organisationsand betweenpatient representatives;

At the levelof HPGand SocialServices> ERNsre pavingthe way in theseaspectsand a sourceof

benchmarkandinspirationfor other servicesdbeyondHCP

1 Involvementof patients/beneficiarieshouldhappenat all levelse.g.managementboards,steering
groups,workinggroups;

1 Assessment/accreditatioprocesof servicesshouldrequirethat patient/beneficiariessngagement

mechanismarein place;if possible this shouldbe linkedto their opportunity to accesgundingor to

be membersof a specificnetwork (in ERNdor e.g.);

Trainingof professionato meaningfulengagepatients/beneficiariewith a RD;

Standardof careto systematicallyncludepatient/beneficiaryengagement;

Rarediseaseorganisationgo work closelywith organisationgor peoplelivingwith disabilty, to ensure

the involvementof peoplelivingwith a RDin servicesdesignedor peoplelivingwith disabilities;

Policylevet
1 Patientorganisationsand other civil societyorganisationge.g.disability)shouldbe recognisedas

important partnerin the developmentof policyand supportedto providetheir contribution;
1 Thereshouldbe systematidnvolvementof representativef peoplelivingwith arare diseasdn the
developmentof policiesthat affecttheir careanddailylife;

Researclevet
9 Itisagoodpracticeto involvepatientsin researchandthe reviewof ethicscommitteeaswell asthe
fundingmechanismshemselveshavebeenhavingarole in incentivisinghis (e.g.from UKwasshared);

= =4 =4

Specificconsiderationson the role and ERNsregarding patient engagement?

1 ERNsre pavingthe wayin theseaspectsandare a sourceof benchmarkng andinspirationfor other
servicesheyondHCP;

1 In ERNswe find patient engagemenbn a personcentredlevel.ln someERNspatientshavehelped
shapethe network from the beginning Clinicaleadshaveworkedwith patientsto establishthe
network andwill be measuredby the levelof patientengagemenfrom the EU;

1 TodayERNsreveryhealthcarecentredrather than socialcarecentred However,sinceRDare
incurablewe shouldfocusmore on the livingwith the RD,andlesson & ¥ A & iiCifiiig strategies,
advocacyand QoLissuesare more important to patientswith RDand shouldbe more importantto
ERNsMaybewe needto moveawayfrom a strict medicalapproach.

1 Whatisthe role of the patientin a network? Thereis dangerof lackof recognitionof patientsbeingon
the samelevelasHCReams It can be difficult to becomeequalpartnersif patientengagements seen
asnot possiblefoo difficult, topicsnot relevant.

11
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3. Knowledge sharing: effectively promoting the exchange of good practices/expertise/information

supportintegrated, holistic care

Chair: Victoria Hedley, Rixtion; Rapporteur: Joanna Das,-R&ion

First Name| Last Name Organisation Profile Country

Biruté Tumiene | Board of Member States for ERNs Public Body/National Lithuania
Genomic Medicine, Manchester; ERN ITHARAdenital

Bronwyn | Kerr malformations andare intellectual disability) European Reference Network UK

Emilia Severin Uniwersity of Medicine and Pharmacy Public body/Regional Romania

Helena K&ariainen | National Institute for Health and Welfare Helsinki Public body/National Finland

Héléne Dollfus Hopitaux Universitaires de Strasbourg; ERN EYE (Eye dig European Reference Network France

Isabella Brambilla | Dravet Italia Onlus; Dravet Syndrome European Federg Patient Representative Italy

Juan Torres Madrid Health Service; ERN TransplantGhilgnsplantation

Manuel Canizales | in Children) European Reference Network Spain

I\B/lgarllt?ice Michelis | Istituto Giannina Gaslini; ERN BOND (Bone disorders) | European Reference Networ Italy
Asociacion nacional Sindrome de Aperty otras

Sara Perez craneosinostosisindromicas; ERN CRANIO (craniofacial | Patient Representative Spain

Silvia Manea Veneto Region Healthcare Provider Italy

Trine Tangeraas | HorstSchmidiKliniken; MetabERN (Hereditary metabolic) | EuropearReference Network | Norway

Victoria Hedley University of Newcastle Academic UK

Patient Representative/Socia
Vlasta Zmazek Debra Croatia,Croatian Alliance for Rare Diseases Service Croatia

Challenges addressed:

1 Quality nformation and expertise oRDandtheir consequences is scarce and difficult to access;

1 65% of people living with@Dhave to visit different health, social and local services in a short period of
time; 67% find that these services communicate badth each other

9 Social and supporesvices are often closer to the patient and ablestqpport them on a daibife basis,

1

however, they araypicallythe furthest from the specialised knowledgxpertiseon RD

Transfer of expertig&knowledge orRD- via cooperatiorand transfer & information between services,
elaboratiori disseminéion of good practicedraining of professionaland patientsg isrecurrently
mentioned as one of the most important factors to support holistic care for people living Vi a

Guiding auestions:

T Can youhink of any good practices relating to this topic, which work well in your experience?
1 What needs to happen withithis topic, to improve the status quo for rare diseas&¥Rat needs to
happen to ensure that knowledgenformationand expertise oD are
0 Generated/updatedas applicablg by parties with relevant expertise, and is quatgsure®
o Effectively and efficiently shared between care providers, in a follar@guage that allows them to
understand the implications of thRDin their care areas@ared with patient
organisationsindividual patients, in a lay language amith a view toempowering then?;
1 What might ERNs do to make an impadtfat might Centres of ExpertiétCPslo to make an impact?

Sources provided in advance to inspired thescussion- Index, details in respective sections below
 Recommendations from the Commission Expert Group on Rare Diseases

T Challenges and strategies emerging from I NNOVCal
1 Reflections on the possible role of European Refece Networks

Recommendations from the Commission Expert Group on Rare Diseases

Commission Expert Group on Rare Diseases Recommendations to Shpgondorporation of Rare
Diseases into Social Services and Poliatkspted unanimously by all MS in 2016:

1. The incorporation of RD specificities into mainstream social services and policies is a necessary element
to be considered in future Nationald?Is and Strategies (NP/NS)). In particular:

9 Training of professionals should be promotgd

9 High quality information should be made available

2.Centres of Expertisbave a key role in facilitating integrated care provision in line withBBE€ERD
recommendations on Quality Criteria for Centres of Expertise on Rare Di%éa9¢40):
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1 Centres of Expertise (Clbsing together, or coordinate, within the specialised healthcare sect
multidisciplinary competences/skillsincluding paramedical skills and social services;

f CEs provide education and trainirig 2

personal/homecare facilitators);

0 Xhéalthgaeyprofessionals (such as school teachers,

1 CEs contribute to and provide accaBle information adapted to the specific needs patients and
their families, of health and social professionals.

3. European Reference Networks for Riave a key role in facilitating integrated care provision in line with
the EUCERD recommendations on European Reference Networks for Rare Oid@eged theDirective

2y

LJ- ( A S yciossbbrdélhealthda@Articly 12, 4ii):

1 RD ERNSs need tollaborate with each other, as well as with patient groups, health and social care

providers

1 RD ERNwsllow a multi-disciplinary approach
1 RD ERNSs coufdnction as a platform to sharexperiences and promote cooperation between
MS to develop precise descriptions of the services required and elaborate common guidelines.

4.MS should promote measures that facilitate multidisciplinary, holistic, continuous, persemtred and
participative care provisiorto people living with rare diseasésX 0 ®

6. Transfer of information between care providersvithin the limits of data protection legal frameworks,
should be promoted to support holistic care provision.

7.MS should promote coordinatiomnd networking between all parties involveth the care provision of
persons affected by RD, including public, private and civil society organisations as well as between
providers and patient/disability organisations.

9. Theelaboration and dissemination fogood practicedor social care in RD should be encouraged.

Chall enges and

strategi es

emerging from |

The interviews were conducteabstly with public bodies and healthcare providers, in a selection of EU countries.
The issues listed are therefore not a reflection of the perspectives of all stakeholders/national contexts.

V Knowledge of RD professionals on appropriate services

Challengs mentioned in interviews:

M

Doctors in primary care often do not know
where to find specialized offers and
therefore cannot inform their patients
properly. (health care provider, Austria);
Doctors are not aware of existing progran
as they are not properly informed by their
professional interest group (health care
provider, Austria).

Strategies mentioned in the interviews:

1
f

Regional care plans on RD;

5FGF0lasSa 2y aSNIBAOSA Y a4t dzof
together a shared dabase on people with complex needs/Rare_
RAaSlIasa¢ oNBIA2YyIlE az2O0Alt OF
Helplines for patients, their relatives and care givers: Knowledge
RD professionals on appropriate services;

Case managers can establish new networks betwhealth and
sodal care professionals (patiergpresentative, Austria).

V Mainstream knowledge on RD

Challenges mentioned in interviews:

)l

RD patients are a heterogonous, small
group. Due to a lack of visibility BD,
doctors (especially in primary care) often
lack the expertise to correctly diagnoB&

G9EAAGAY I 3T dzRBakdoo G
02 Y LX é&lh&areprévider, Austria);

RD patients often have to wait long for a
diagrosis and can be mistreated,;

Awarenes raising and networking is
OdzZNNBy ufeée YIAyteée LI
organisations. Contact to political key
figures is essential to be successful.

Strategies mentioned in the interviews:

f

Trainings for primary care doctoig:t I S R A IwkioNdokpart-in/ 3
the training program, involving patients and their relatives, reporte
that they got deeper knowledge of the diagnosis and its complexit
well as increased knowledge on the everyday life of people with R
They said that the trainingsere very helpful for their professional
life. (care provider, Sweden).

Easy understandable guidelines for primary care professionals or
2SS YySSR 3I22RX O2YLINBKSYyaAgdsS
primary care centres can use. They have to comprisenm&tion
facilitating networking and communicatiorhgalth care
administration, Austria);

9RdzOF A2y f LINRG202fta F21NJ OF N
education protocol which helps teachers, social workers at schoo
paediatrics to decide onhowtctA ¥ U KSeée KI @S LJ
(patientrepresentative, Spain).
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V Build Knowledge on RD

Challenges mentioned in interviews: Strategies mentioned in the interviews:

f Centresof expertise contribute to the generation and | § Databases on RD/ Orphaiet & C2 NJ & LIS O
dissemination of knowledge on rare diseases. A is very important to be part of the Europe&eference
dedicated budget focentreswhich are not attached to Networks, for knowledge exchangelherefore to
hospitals would ensure sustainability and foster speed up the designation of competncentres is very|
independency of theseentresfrom invegors (i.e. important. (patient representative Austria);

pharma industries) @ients representative, Austria); 1 Integration of RDnito Curricular 6specialised doctors:
Social care professionals often lack knowledge on the w5 FNB |y AYLERNIFyG LI
progressive course of rare diseasdsnce handicaps of (health administration, Romania).

people affected are not assessed properly. (health car
administration, Spain).

Reflections on the possible role of European Reference Networks

How feasible is it thaERNs auld...?

1 Support and propel tharive to identify how best to provide care for patients with rare and complex
conditions and define patient pathway3(e.g. ERNs may help to define best practices and support
their inclusion to comprehensive clinical practice guidelines or care guidglines

1 Engage in tertiary prevention activities, including the creation of dedicated guidance from the ERN
for patients and families and for local health and social acte(some activities may of course sit more
logically with the actual Centres of Expertige the HCPs here)

TheCommission Delegated Decision (2014/286/EU) &iMl@rch 2014states as follows:

(1) Article 12 of Directive 2011/24/EU provides that the Commission is to support the Member States in the devel-
opment of European Reference Networks (Networks) between healthcare providers and centres of expertise in
the Member States, in particular in the area of rare diseases (). For the purposes of this, the Commission shall
adopt a list of specific criteria and conditions that must be fulfilled by European Reference Networks and health-
care providers wishing to join and become a Member of a Metwork (Member). The Networks should improve
access to diagnosis, treatment and the provision of high-quality healthcare to patients who have conditions
requiring a particular concentration of resources or expertise, and could also be focal points for medical training
and research, information dissemination and evaluation, especially for rare diseases.

T What types of o6infonmatdoogwodi §seimi E&NBE6H their HCPs

The RRPACTION documenRecommended Practices for Standardising Data in the Context of the Operation
of ERNg¢generated with the ERNoordinatoran 2017)proposedthat ERNs could play an important role in
generatingand curating dataconcerningare conditionsparticularlythrough the Orphanet database:
3. Each ERN should, at some stage, consider reviewing the existing Orphanet nomenclature
relative to its thematic grouping (i.e. disease or procedural area) — ideally, ERNs should
envisage:
a. establishing Working Groups/ Transversal groups on coding
b. establishing guidelines on how to code diseases under the heading/subdomain
c. contributing to the improvement and curation of the nomenclature, particularly
through the Orphanet Knowledge Management System™

1 What other sorts of information could ERNs/their HCPs generate, to address the gaps
experienced by various sets of stakeholders (e.g. patients, primary care physicians, social care
workers, educational professionals)?

1 Consider the potential roles of ERNs and CEs recommended by the EU@B&Bow those migh
support theknowledge sharing (see pages 12 anji 13
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Outcomes of the discussion

What needs to happen within this topic, to improve the status quo for rare diseases?

A key conclusion is that in fact, Centres of Expertise/HCPs should be leading the wait tsemecessary to

find a way to implement the existing Recommendations, foairage CEs/HCPsaotually deliveion their

role of building bridges between medical and social arenas at the local level. Ultimately, there is an important
role perhaps for MS authorities, to ensure their designated CEs (HCPs in the framework of ERNS) are forging
links to paramedical ansbcial providers.

Mo

WA CON KNy )

Who is involved/should be involved?

It is necessary to consider the wide range of actors involved in the provision of (ideal) integrated, holistic care
for RD. The group mainly considered the following categories here: integrated care specialists (e.g. Resource
Centres) andrganisationswhich unite these (such aRareResourceNgtERNs (which are essentially a
conglomerationof HCPs or CEsand Orphanet. The role Orphanet can play in supporting the identification
2F WoHXNJGAaQ F2NJ LI GASydGa FyR Af fnaizy’oﬁﬂyfréntl SaleHoldérdv& (i NHzS
discussed at length. Orphanet seems sustainadoie has a global outreach is not logical to create multiple
overlapping repositories of high qualityformation on rare diseases. Thegblem is, Orphanehow seeks

to cover a broad range of activitieand informationon the diseases and their impact must be kepttap

date andneeds to be curatedThe newOrphanetplatform for curationshouldoffer better opportunities for

experts to curate the informationOrphanethas medically-oriented articles o the diseases but also, for

some conditionsincludes information omlisability, which seek to explain the broader impatthese rare
conditions It would be good to increase the number of these disability pages, to use this global information
repository as a place to find the high quality information which is needed by actors outside the medical
community (e.g. educators, social care workers, if@s etc.)

Need to ensure links between formal ERN actors and everyone else

There was a strong emphasis on being realistic about the role ERNs themselves can play, but also a plea for the
Networks to be open and inclusive. ERNs offer unprecedented opptets to improve the availability of
integrated, holistic care for PLWRD (e.g. they are comprehensive in disease coverages, theoretically covering
all RD in time; they are designed to ensure robust and meaningful patient involvement; they are perraanent,
opposed to timebound projects; and they have significant visibility and political support (are often viewed as
GKS WySE(G oA3 (GKAY3IQ F2NI w5 FASEtRO® | 26SOSNE y2i
and many actors engaged integrated holistic care will also never be formally part (i.e. it is not logical to think

2T ONBIUAY3I 0dz2NBI dzONJ U A O auN-HzOUdzNBa 02 YI1S Fff
Therefore, it is crucial to make best use loé tERNs and what they can bring, but allow those working in the
Networks to collaborate effectively with actors outside of the Networks on this sort of work.
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What types of knowledge/information are important here?

There is a need to define the tgp of information and knowledge resources whichdallierthe category of
supporting integrate, holistic care, e.g. one categompuld beinformal patientto-patient advice, which is
very valuable for patients and familiesd often these daysds found va social media. There id gourse a
guestion of qualityhere, as these sites are unregulated (no clinician involvemeaditionally ¢then again,
the factthat these sites ar@ot official means nobody fears legal reprisalsdayadviceprovided. Andher
type of knowledge are Guidelines @trleast Consensus Statemen@are Pathways see below); then there
is perhaps a third category oDisease managementresources -factsheets or equivalent for
social/educational/employment actors, which may nevwer part of a traditional clinical practice guideline
but are nonetheless crucial for this subject.

What might ERNs do to make an impact? What might Centres of Expertise/HCPs do to make an impact?
ERNs could take a leading role in populating Orphanet/curating the content relating to true impact of rare
diseases, such as the disability articles mentioned above (jUBRDACTION recommenddbat ERNs might

be the bestplaced entities to oversee improvement of the Orphacode nomenclature and phenotypic terms
relevant for their ERN diseasareas). However, doing this work takes tinaed resource And it will be
important for the actors from ERNs to do this very much in partnership with resource cemttgsatient
organisations etcwho arenot formally inside the ERN (as for this topic, one needs many types of expertise).

Some good examples of hd@RN<an add value in this area emerged in the survey and discussions on Day

1. E.g. ERNSs can be thehority ¢by uniting the relevant expertautside the Networks toeto set the standard,

to really discover and then elucidate what a particular condition will mean for patients in the broader sense
(considering medicallgriented symptoms of course and prognosis, but also psychosocial consequences
specific concerns in terms of behaviour, leswious abilities and disabilities the patient is likely to experience)
FYyR (G2 aLISOATEe GKS O02YLRySyila 27F (KsBoudhRiNBiVeXinali SI YQ
patients care. Although B cannot describe local pathways, theanadvise that patients with condition X

should have access to the following specialists and social actors, and create/agree/highlight the sorts of
information and resources that could be used by those outside tBB/BE sphere.

ERNs can encourage the HCPs under their membership (whidorsbouldbe, in the vision for ERNs

Centres of Expertise) to actually BE real CEs, that is, to fulfititeéa established and agreday the MS in

the EUCERD RecommendaidiRNgannot forcedHCPs to upskill antbrdo as the Recommendations ask,

I.e.: dbring together, or coordinate, within the specialised healthcare sector multidisciplinary competencesyskills,

Ay Ot dzZRAYy 3 LI NF¥ YSRAOI ¢ a“[ ASEREdZ0 I K ¥RY a2 QORI tuhammmyGSaJ
LINEFSaarzylfa 04dzOK a a0OKz22f GSIFOKSNERIX LISNRZ2YLlf KF
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But they CAN raise awareness amongst tbenstituentHCPs that such activities are important &icentres
claiming to have expéise in RDespecially those which are part of an ERMJthusactually help to set that
standard in the disease area/ sdomains of the ERN.
ERNSs coulgerhaps work to create shared resources for particular diseases which can be used across the board,
regardless of the national healtimd social cae situation
1 e.g. aresource on education for children with a rare eye disease could be trargliteid a key issue
in fact, the need for translation of outputand used by teachers in countries othéah Franceor
wherever it was created);
1 a leafleton the daily life impact of PradéWili Syndromecould be used in angountry, as the
information issimply establishing and statirige NEEDS (it is then up the nationalsystem to agree
in which buitings or which type of institution othrough which budget those needs are met).

The group proposed that the following activities were therefore indeed feasible for ERNs to do (resourcing is,
as always, an issue of course, and ERN funding is very scarce):
9 Support and propel the drive to identify how best to provide care for patiemtdth rare and complex
conditions and define patient pathways®.g. ERNs may help to define best practices and support their
inclusion to comprehensive clinical practice guidelines or care guidelines)
1 Engage in tertiary prevention activities, includinge creation of dedicated guidance from the ERN for
patients and families and for local health and social actersome activities may of course sit more
logically with the actual Centres of Expertise i.e. the HCPs here)

Related to these points, it is imgant to distinguish between Clinical Practice Guidelines (which are typically
clinically oriented )and the sorts of Guidance needed here to impact on integrated, holistic care. One can

i S NY

adzOK DdzA Ry OS I a
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evidence base) etc. but this would not typically include advice for paramedical and social sphere. Thus it will
be necessary to think of whether a different sort of resource is needed, when it comes to clinical care
recomnendations (which would include the various medical and paramegiaaldieticianactors necessary
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Advice on ALL these areas is needed, and ERNs are in theory a perfect entity to gather that consensus across
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4. Professionalization of the coordination of care: who coordinates care? What is the role of case

managers? How to train them?

Chair:Ursula Holtgrewe, INNOVCaRapporteur: lldiko Vajda, EURORDIS Social Policy Advisory Group

First Name | Last Name Organisation Profile Country
Anja Frankenberger| Kindness for Kids Social Service Germany
Christine de MaRaVal PatientRepresentative/Social| Switzerland

Kalbermatten Service

David Bergsaker Frambu Resource Centre for Rare Disorders | Social Service Norway

Dorica Dan Romanian Prader Willi AssociatidNoRo Patient Representative/Social Romania
Resource Center Service

Eduardo Tizzano Hospital Universitari Valle Hebron Healthcare Provider Spain

lidiko Vajda VSOP (Dutch Genetic Alliance) Patient Representative Netherlands

Jan Lubinski Pomeranian Medical University Szczecin; ERN EuropearReference Network| Poland
GENTURIS (Genetic tumour risk syndromes)

Marta Fonfria CREER (National Reference Center PLWRD g Public body/Social Service | Spain
their families)

Sebastian | Ardelean Salaj County Council Public body/Regional Romania

Ursula Holtgrewe ZSk Centre for Social Innovation Academic Austria

Veronica \'é\llingstedt de | National Agency for Rare Diseases Public body/National Sweden

on

Zsuzsa Almasi Romanian Prader Willi AssociatiddoRo Social Service Romania

Resource&entre

Challenges addressed:

T
T

Information and expertise oRDand their consequences is scarce and difficult to access;
65% of people with a RD have to visit different health, social and local services; 67% find that these

services communicate badly with each othezd results of European survey on the social impact iif RD

T

specialised knowledge/experion RD;

T

Social and support services are often closer to the patient, but typically they are the furthest from the

Transfer of expertise/knowledge on Riia cooperation and transfer of information between services,

elaboration/dissemination of good practices, training of professionals and patigatsecurrently
mentioned as one of the most important facsto support holistic care for people living with a RD.

Guidinggquestions:
1

Can you think of any good practices relating to this topic, which work well in your experhtiea?

needs to happen withithis topic toimprove the status quo for rare diseaHow can coordination of
care be ensured? What is the role of a case manager or care coordination?

What might ERNs specifically do to make an impAsguming that no additional resources are

available for ERNs: can you nam@ things they/their HCPs nalo with little resources to effectively
support progress in this area?

Sources provided in advance to inspired the discussidndex, details in respective sections below

Chal l

E B E

Recommendations from the Commission Expert Group on Rare Diseases
Role of case managerOutcome of INNOVCare discussions
Training of case managessOut ¢ o me
Skills of Case Managersso ut ¢ 0 me

enges
Reflections on the possible role of European Reference Networks

Recommendations from the Commission Expert Group on Rare Diseases

of | NNOVCare's discussions
of | NNOVCare’'s discussions
and strategies emerginmegel from | NNOVCar

CommissiorkExpert Group on Rare Diseases Recommendations to Support the Incorporation of Rare

Diseases into Social Services and Poliatkspted unanimously by all MS in 2016:

3. Centres of Expertisbave a key role in facilitating integrated care provision invuith the EUCERD
recommendations on Quality Criteria for Centres of Expertise on Rare Di$éa9¢40):

1 Centres of Expertise (Clsing together, or coordinatewithin the specialised heiicare sector
multidisciplinary competences/skills, including paramedical skills and social services;

18


https://innovcare.eu/survey-juggling-care-daily-life-balancing-act-rare-disease-community/
http://ec.europa.eu/health/rare_diseases/docs/recommendations_socialservices_policies_en.pdf
http://ec.europa.eu/health/rare_diseases/docs/recommendations_socialservices_policies_en.pdf
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3. European Reference Networks for Riave a key role in facilitating integrated care provision in line with
the EUCERD recommendations on European Reference Networks for Rare [fis@gard theDirective
2y LJ 0ASY u a-bordétkedlticaré(Articlg 12(QANE a a

1 Rare Disease European Reference Networks (RD &#¥dsp collaborate with each otheras well

aswith patient groups, health and social care providers

1 RD ERNwsllow a multi-disciplinary approach
4.MS should promote meases that facilitate multidisciplinary, holistic, continuous, persecentred and
participative care provisiorio people living with rare diseasésX 0 @®

5. MS should promote meagures that support patients/families affected by RD to participate in decisions
regarding theircareplah YR UG KSANJ t AFS LINR2SOU 0X0

7.MS should promote coordination and networking between g@larties involved in the care provision of
persons affected by RD, including public, private and civil society organisations as well as between
providers and patient/disability organisations.

Role of casenanager—Outcome of INNOVCare discussions
(Outcome ofVorkshop on Improving Integrated Care for People Living with Rare Diseases and Complex Conditions, Sweden, 2016)

1 Single and stable pointf @ontact
1 Listen, inform, support and empower patients and families
o Provideknowledge/tools fompatients to be able to acknowleddkeir personal situation
o Inform about existing resources (services, rights, compensations)
0 Encourage health literacy and complianetreatments
o Develop working methods that support empowerment of patients and families

1 Assess/monitoneeds & be an observatory of those needs
T Holistic and patienttentred care planning and care-ocdination:
o Identify resources available in the territorgervices and support
0 Referto available resources and speed up access to services and support
o Smplify care pathways & support navigation for patients/families and professionals
0 Support transition periods & €liver continuous structured support farevent care ruptures
o Facilitate work of care providers as a multidisciplinary team: create the link/facilitate coordination
between services & professionals; mobilise them to build networks
1 Hub of information and kkowledge
1 Inform, support and empower professionals involved in care provision
1 Facilitating networks of service providers
1 Prevention of avoidable high risk situations
o Identify most vulnerable cases at risk of serious situations and possible preventionnegeas
o Follow up patient to avoid ovanse of health services for lack of information
Training of case manage-Out come of | NNOVCare’s discussions
1. Introduction 4. Resilience
1 Proiect presentation 1 General information on familv resilience
9 Vision. Definition of case manaacement 1 Empowerina patients and families
1 Skills, aualification andbilities for case 1 The announcement of diagnosis and its
manaaers impact on the familv
1 Case studies other national experiences 1 Personal development and salfteem
2. Rare diseasesaeneral information 5. Development and coordination
1 Access to diaanosis in RD 1 Description, definition and possibilities
1 Assessment of the degree of disability 9 Leaislation riahts and obliaations
1 Access to education 1 Findina the right information and
T Emplovment accessible
1 Social inclusion 1 Available Services
3. Case manaagement and commurtioa 6. Work methodoloav
T Communication 1 Methodoloav of casenanaaement for
 Efficient communication people with rare diseases and their
1 Developina communication skills families
1 Gonflict solving & Networking 1 Workina Tools used in case manaaemen
of peonle affected by rare diseases and
their families
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Skills of Case Managerso ut come of | NNOVCare’' s discussions

1 Positive approach;
I Hfective communication;
1 Negotiation skills;
1 Knowledge of contractual and risk arrangements, the importance of obtaining consent,
confidentiality and client privacy;
I Ability to perform ongoing evaluation;
1 Qitical thinking and analysis;
I Ability to plan and organize;
1 Promote client autonomy and setfetermination;
1 Knowledge of health, education and care services
Chall enges and strategies emerging from | NNOVCar e

The interviews were conducteabstly with public bodies and healthcare providers, in a selection of EU countries.
The issues listed are therefore not a reflection of the perspectives of all stakeholders/national contexts.

V Challenges identified

1 Resevations against Casklanagement(CM)e.g. not seen as needed for all RDs; restricted to a few
patients because of lack of resources; they need to adjust to existing structures and this may restrict
their work; perception that CMnay be needed only temporarily;

1 Training and profesion of case managersg lack of training; the lack of definition on who should
take the role of CM; the clear need for trainingdafior networks in the community.

V Strategies suggested

Training onrCMcan be integragd in the curriculum of nurses;

CMcanbe envisioned as a new satprofessionCMsaretrainedfor e.g. at the university
Supervision foCM;

Information on the services availalie support networking;

Apps helping patients with the coordination of care can be an additional tool supporting the
coordination done by case managers and helping the patients to organise care themselves.

E I

Reflections on the possible role of European Reference Networks

TheCommission Delegated Decision (2014/286/EU) March 2014utlines the following role for every ERN:

{2) To fulfil the requirement set out in point (i) of Article 12{4)(a) of Directive 2011)24{EU {have knowledge and exper-
tise to diagnose, follow up and manage patients with evidence of good outcomes’), the Networks must:

{a) promote good quality and safe care to patients suffering from certain diseases and conditions by fostering
proper diagnosis, treatment, follow-up and management of patients across the Network;

{b) empower and involve patients in order to improve the safety and good quality of the care they receive.

2(a) specifies follomup and management of patient across the Network. What about between the
Networks, and outside of the Networks?

Could ERNs.?

1 Create personalised health and social care plans for people with rare diseases, possibly both those
receiving virtual referrals and the patients visiting constituent HCPs?

1 Could they help to define the role of a Case Manager in their constituent Centres?

1 How much could be common to all HCPs/local situations?
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Outcomes of the discussion
Poster developed during the session:
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Main strategiesdiscussed
Reinventing the wheels: professionalisationa#re coordination;
Patients and families are at tleentre;
The Case ManageCl/) is putting spokes in the wheetshe is the engine driving the wheel
A CM should have different functions: keeping an eye on the patieidgyingthe gap between the
patient, hospital, school etc.
CM cannot solve all prddms alone. Combining resources is important;
There should be CM in the hospital AND at local level e.g. regional level, community nurses;
There should be a team around the CM or the CM should be part of a team (around a care provider)
e.g.medical team athe hospital, ¥ | YAf € R2O0OU02NRX SUOPT AUQa YSOSNI c
professionals, operational issuaad the patients and familiégavolved in the organisation of cgréhe
patient has to know that he/she does not depend on one person;
There shoud be a responsibility groujor each patien{see more about this RG in the following page,
dzy’ RS NJ & bVZeNdmgine ¢he activities of the team as a rolling wheel which has to keep railing o
1 CM training is kegssential;

CMis an INVESTMENT andidR&EAM

EEE - T

=

Training, skills and qualifications of case managers

NoRo (Romania¥ working on training curricul@gee pagel9); between 90120 of training are needed;

In Switzerland there is B6-daytraining course for CMelivered in Frenchl5 peopleweretrained in

the first round

In Norway (Frambu) there are also courses for professionals, face to face or vidraidew. There

are courses for specific diagnosis or for a handicap;

Some beneficiaries with a RD have@Dproviders. Every day a diffetteperson helps them with daily

activities. This is not a good situation, because knowledge about the patient cannot be accumulated,

It is importantthat the CMis aware of the RD. The Gides not have to know all details of tiRDQ but

needs to knowthe needs of the patients and the major challenges

CM should have a global vision about different subjeelated to RD and should access training

modules which are relevant for them to be able to support the patients and familieshoMd be

proactive ando know how and where to find resources;

CMwho work in hospitalsvill receivehospitatpracticeorientedtraining moduleswhilst those who

work in a local care setting will receive modules that are relevant for them

1 Cooperation with a genetic counsellor is need, so that@iis able to explain the major genetic
aspects to théamily.

=A =2 =/ =2 A=

=
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Exampleof from different European countries

Germany

1 There are social paediatrics centres by law and there are standards for hmrgawisethesecentres.

Only insome cases it works welthe implementation depends on the hospital and on decision makers;

1 InMunich,there are 34 centres, which work well: therkave staff to provide.g.medicaland
psychological care, phiggherapy,dietaryadvice etcandlegal advie to support patients and families

1 There is no national coordination for Centres rpé&itise for RD and there are no standards for the
centres,so the number igrowing rapidly;

1 There is no legl basis for the nationgdlanfor RD(NP). There are huge regional differences in care
organisation. The ministry of health worked on the NP, but its implementation and the coordination of
the actions downstream into the regional health care system is missing.

1 Some hospitals have Case Manager (CM), but not atere is no extra budget from the state for a
CM. Hospitalseceive fundindgor the paediatric centre, but not for &M

Norway

1 There is at least one hospital in eaafithe 20 Norwegian countieJhere are 20 rehabiéition units for
children and adults with varicucare providers. There is no NP fordRi0 everything is integrated in
the national health care system,;

1 At the communitylevel,there is a secalled a Responsibility Group (RG), for anyone who needs extra
care and assistance and thus not only for RD. Such a group consists of care providers with different
specialities e.g. GP, nurses, physiotherapsts(the GP is paid to be part of the RG). In each
community there is a person responsible for the coordinatithis has been implemented for 18 years
already and works quite well; the

1 Each beneficiary has a broamdlividual care plamcluding e.ginformation about the diseases, future
possiblities, housing, selfareetc.

1 Empowerment of patients and famiieneans that they arable to face the problems aridhow their
rights. AtFrambu parents are also educated. Employer fiencial compensatiowhen parents are in
Frambu, because they cannot work that we€ke mottois YpCx resourcesnto the system and you will
have selconfident,independentA Y RA @A Rdz £ 4> ¢K2 Yl & o6S FofS (2

Sweden
1 In Sweden, there ar290 municipalities. The Chfe supposed to cooperate and write individual
care plans, bt it does notalways work. There is similar legislation as in Norway.

Switzerland

1 The landscape Bcattered: there are 5 or 6 university hospitals in which care is organised differently,
because they behg to different municipalities. There is n@Nutthere is aconcept of theplan, which
describes what should be done in theory. There is no legal frame to make networks for RD.

Poland

1 There is a national programe aimed atCM (only in relation to hereditary cancers). The case managers
are members of the team dhe GP of the family;

1 The CM tasks have naturally evolvétieCM has to be practive and have to be able to convince
patients toengage irsurveillanceactivities The major challenge is not to lose contact with families.

Spain

1 There is a team of getieists in the hospital. They identiffamily at risk anc CMcontacsthe family.
The genetic counseltas working together with the CM;

i There is an individual plan for the family. Connection with primary service is very important. Diagnosis
of allneeds of the patient is important too.
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Chair: Michelle Battye, EuroGen ERBpporteur: Valentina Rupel, INNOVCare

i m p-edficiéncy d

FirstName | Last Name| Organisation Profile Country
André Gubbels | Federal Public Service for Social SecuSfF Sécurité Social Public body/National Belgium
Anica WS O A 6| Ministry of Social Policy and Youth Public body/National Croatia
Karolinska University Hospital; ERN RITA (Immunodeficie
Désirée Gavhed | autoinflammatory, autoimmune diseases) European Reference Netwol Sweden
Juliet Tschank | Zentrum fir Soziale Innovation (Centre for Social Innovatiq Academic Austria
Patient Representative/Socig
Maria Jodo| Freitas Rarissimas; Casa dos Marcos Resource Centre Service Portugal
Mary Kearney | Irish College of General Practitioners; ERNWD (Neurological) Patient Representative/ERN| Ireland
Maud Le Graét | Finovatis Academic France
Sheffield Teaching Hospitals NHS Foundation Trust; ERN
Michelle | Battye eUROGEN (ERN on urogenital diseases and conditions) | European Reference Netwol UK
Peter Lindgren | Karolinska Institutet Academic Sweden
HealthCare Provider/ Public
Till Voigtlander| Board of Member States for ERNs Body/National Austria
Valentina | Rupel Institute for Economic Research Academic Slovenia

Challenges addressed:

T

Lack of data on th&ull sociceconomic impacbf RDfor patients and carers, including direct clinical

and treatmentissuegqfor which some degree of natural history data ided) but also beyond

T

Lack of data on the impact of the provision of services such as integrated care, case management, etc.

both on the QoL of people living with a rare disease as well as thacinfqr the system e.g. efficiency
gains, economic impact.

Guiding qiestions:

Given that this a very broad topic, the breakout session was rather exploratory and took into account the
potential roles of ERNs discussed Day 1 of the workshop, duringhSessio

1 Can you think of any good practices relating to this topic, which work well in your experience?

1 What need to happen within each of this topic improve the status quo for rare diseasd46w can
data be systematically collected?

1 What might ERNs spéically do to make an impact?

Sources provided in advance to inspired the discussidndex, details in respective sections below

)l
7 |
)l

discussions

T

s evaluation model

Recommendations from the Commission Expert Group on Rare Diseases
NNOVCar e’
List of elements to consider when planning an evaluation mod€& u t ¢ o me

of |

Reflections on the possible role of European Reference Networks

Recommendations from the Commission Expert Group on Rare Diseases

NNOVCar e

Commission Expert Group on Rare Diseases Recommendations to Support the Incorporation of Rare

Diseases into Social Services and Poliagsptedunanimously by all MS in 2016:

10. Sociceconomic research in the field of RD care provision/organisation should be suppdotet at
MS level and at European Union level. Support should be provided for research on the following topics:

il

Socieeconomic buden of RD;

Accessibility and appropriateness of healthcare services, including social seyVargseople living with a
RD and their families;

=

technologies for people with a RD;

==

living with RD.

Effectiveness and cosdffectiveness of social services and suppaas well as rehabilitation and assistive

Innovative care practices in health and social servieesl their impact on the quality of lifeof people
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| NNOVCare’'s evaluation model

M1 M3 M18

Evaluation design:

9 Basic twecondition repeated measures desigitiso known as rotation design;

1 Samplingrandom proportionate stratified sampling; stratifying variables: type of patient (NORo or external),
age group (nine levels) and sex;

1 Randomisation:stratified random assignment (random allocation of participants into the 1st and 2nd cohorts)
based on the variables: type of patient (NoRo or external), age group (three levels), sex and location (urban
or rural) as well as simple random allocation aftigipants to the four case managers;

1 Expost assessment of the randomisation procedurehecking balance of the two cohorts based on the
following variablesage, age group, type of patient, sex, location, disehsster, degree of disability;

1 3 pointsof measurement March 2017, November 2017, July 2018

Questionnaires:

1 Soft itemsbased on the 8 main goals of the intervention as defined in the logic model of intervention
9 Hard itemsbased on demographical information of household & use of healthes@urces

1 Also include existing question battergsiestionnaires e.g. DISABKids;38 Zat Burden Interview (ZBI).

List of elements to consider when planning an evaluation mod€@ut come of | NNOVCar e’ s
(Outcomes of breakout session frob IN + / | NB 2 AdikhcindkHblisI¥ and Innovative CaresR / 2 YLX SE / Y RAGAZY

Take into accounprevious studiesand questionnairegleveloped for other complex conditions;

Evaluation and service design need to be aligriedake into account e.g. lines of intervention

addressing the needs of the gan with a RPservices already provided; competing services;

Important toevaluatethe true benefits for the person

Evaluation is contextual services areontextualt o pati ent s’ / f a mivaliagon ’ i ndi v
instruments taking into account theomplexityare key; there may be added challenges for undiagnosed,
Evaluation to bddased orc 0 u nt r y 'tostakeimtonatceuxtivailable assetand expectations;

Time framefor evaluation: tackle the time accessing case managenfesessing longerm social and

economic impact is key

Control groupto allow comparison

Remember taaddressethical issues

Ensuredata protectionby providing data in aggregated form; ensure an adequate management of data;

In case management assessment: interestingaimpare impact of case managers with different profiles

e.g. social worker, lawyer, nurseise managers can also havegative impactsmeasuring the case _ ;
YIYyF3ISNDa STF2NU ¢KSY adzLJli2 NI thagkig frequendydsf2zdniacs ¢ A U K
with families and social services

E E ==

E E EE ] =

Notes on economic esuation of costs and benefits:

Clarify what will be measured: thg/pothesis is that the intervention might be more costly but will
provide better quality of life and societal benefits;

Measureeconomic savings in health care

Other costs to be consideree.g. pharmacy, respite care or other social services;

It would be useful tanalyse the social networkrom an economic impact point of view;
Considesservices also represent job creatidor municipalities/regions/care providers;

For some services theudlget is predefined make sure taassess the cost of actual services proviged
Salary of case managemetu be evaluated in comparison to the national average wage.

E E E EE =

Example of evaluation instruments:

1 Quality of lifeimpact: Zaritto measureburden of caregiver8arthelfor cases where physical
impairment is cruciainstrument tomeasure the complexityf disease and care pathway is important;
Consider social evaluatioq difficult to find instruments that measure the right outcomé&pecific
instruments to measureQolLin children with cognitive impairmertt

1 Economic impactMAFEIPMonitoring and Assessment Framework for the European Innovation
Partnership on Active and Healthy Ageingodel fromCanadaPRISMA)
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Reflections on thepossible role of European Reference Networks
This is a very broad topic, potentially, depending on how one definds iger the Workshop Outlinbpw
couldERNSs:
1 Contribute to the collection and integration of data, to improve knowledge and understandaig
rare diseases and their impact gmatients and wider society?

More specifically, bw might the ERN/the HCPs which are part of ERNs contribute (eventually) to the
collection ofseveral categoriesf data:

1 One the one hand, we can think of simplyaluating patient satisfaction with their ERN referral, and
indeed this was already incorporated already to theecimdicators table (see below);

1 The next level might be to think about questionnaires etc. which member HCPs could eventually
routinely diseminate to all RD patients they see, in order to capture comparable data on experience
of care in centres of expertise for rare diseases. This falls th@odebate of what is a HCP
responsibility and what an ERN can influence orqyahd many HCPs alreado this, in their own
way, so we need to think carefully about what one would collect and WHY

1 More detailed and ambitious levekeveral coordinators have been vocal in a desire to explore how
patients might contribute information on their disease syips and QoL experiences via registries,
surveys, apps etc. In other words, ERdIsat least the Centres of which they are composealld
play a powerful role in increasing our knowledge base on the real impact of rare conditions on
patients and familiesand it might be interesting to think about how this can be done.

I n March 2018, a document on ‘Continuous Monitori
This document contains a table of proposed core indicators which all ERNs will coflegt2 £ £ 26 |«
follow up of the activities performed by the networks. This system should help to build a quality improvement
system, to define appropriate outcomes of the ERNSs, to identify areas of success and potential pitfalls and to
demonstrate tt§ @ f dzS§ 2F (KS 9wbax dzZ GAYF{Ste f ShitlgaAy 3 7T
drafted by DG SANTE, was refined during aARDION workshop, and then further revised and finalised by

the dedicatedNVorking Group on Monitoring and Assessment diet ERNsThe issue of how to collect/asses

patient satisfaction was highlighted for future, longelerm attention as follows:

1 How might we move beyond this first step, toitime collect more meaningful data on the
impact of Centres of Expertise/ERNs, and on th#act of integrated care for people with rare
diseases/complex conditions?

Long-term indicators and/or indicators which need further development

Indicator name Examples of questions to be discussed

Patient satisfaction (of patients who have been entered in CPMS, had a panel review discussion and forwhom an outcome
report has been produced) could be measured using the Rare Barometer Voices, which is a tool used to carry out EURORDIS
quantitative surveys on issues affecting people living with a rare disease. The Rare Barometer Voices survey software enables
high-quality, secure data collection and analysis. Itis recommended that as a first step, adults are asked the following
questions:

® Did you give your consent for your data to be shared for: the Clinical Patient Management System; registries; research?
(Yesor No).

* How satisfied were you with the information given to you about the ERN? {Not satisfied; Quite satisfied; Very satisfied).

® Was the outcome report giving the ERN advice or recommendations shared with you? Yes or No.

* How satisfied are you with the ERN advice or recommendations? (Not satisfied; Quite satisfied; Very satisfied).

* How satisfied are you that your treating clinician involved you in discussions about how the ERN contributed to your case?

. . . (Not satisfied; Quite satisfied; Very satisfied)

Level of patlent satisfaction * Do you have any comments or suggestions about the activities of the ERN?

The process of the measurement of patient satisfaction needs to be defined as an integrated process of monitoring the ERNs.
The adult patient, and in case of children, parents should complete the question outside the hospital environment, following
provision of information of where and how to complete the online-survey, by the clinician. Funding will be needed to make
any necessary adaptations to the Rare Barometer Voices and to translate the questions into different languages.

Comment: The assessment is not regarded as research and therefore not considered to need the same requirements. Itisa
proposed first step. Research with regard to measurement of patient satisfaction would require different considerations
such as a robust and patient-centred methodology of the development and validation of a cross-cultural instrument. Such an
instrument is adjusted to the specific population, onwhich it aims to measure and need to follow standards for
translation/cultural adaption of questions.
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Group discussion focused on the role of ERNSs in assisting data collection.

Therole of ERNs

=A== = =A==

The primary role of ERNSs is clinical guidance at EU level in a semsgeitise networks of influence»;
Being firstentities forcross border structural cooperation between clinicians and patients, ERNs have
power to be trusted when defining clinical indicators and guidelinessiiming light on best practices;
However, ERNs for now are focused on clinical/medical. ddta indicators for clinical exaslice are
clearer and attainable;

The main question is: do we go beyond and is there a role for ERNaytinholistic care for patients?
The working group agree that the wider indicators are important, meaQinglityof Life (QoLand

social functioning (education/wér independent living, housing); ERNS' role ihe definition of
indicators/of the best outcomes satf indicators measuring coordination and qualignd of indicators
to assess the level of holistare;

It isunknownwhether the indicators of holistic care are possible to define at EU level as the system,
stakeholders, institutions, funding etc. vary across EU MS.

What datato collect?
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The group agree that both types of data can be collected INsER&inical data as well as experience
and evaluation data;

Currently, he data depeds on the indicators set by ERNS;

The role of the patient orgarasionsin ERNSs is ngtet clear(although the sitution seems to vary
across ERNd)o or fiould patientshave a role irClinical Patient Management System (CPNt®)
instance? Do or should case managers have a role in CPMS?

The data beyond clinical theaespecially migag is related tahe socieeconomic data and tthe
impact of treatments received Iihe patients (PROMs, QoL, patient satisfaction). Theseislata
sometimes collected, bus mostly projectbased and not structural/registry type. There are also
exceptions like patient orgasdtion for haemophiliavhich has collected data at European level
The goals of integrative care are clear, but it is not clear how to measutéow to assess to what
degree those goals were achieved.
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Who collectsthe data?
1 Due to the differences in the systentse data needto be collected always at naiallevels;
9 Still, thinking in terms of crossectorial data, who should besponsible fogathering dataon the
impacton patients generated by various actions across se@ayshealthgeducation, housing, social
life, treatment¥
1 The public administratiois organised isilosso, this type ofdata collection is highly improbable there.
1 Other suggestions of institutions who can collect data
o0 Institutions like payers of care, who want the care to be effective and want to provide incentives to
supportintegrative care in turn they need to evaluate it and thus collect data

o0 Patientorganigations who have access to the patients and can collect data from them. Patient
organizations in that case should have a goal to promote and stand for integrategicarsequently,
they must be empowered to stand for this goal. Therestto move towards integratedare must be
expressed by the patiesthrough patient organisations;

0 Health care providers who can pass the links to surveys to patients, whicheisliaited option, but
can be used for patient satisfaction with advices put forward by ERNs. If satisfaction with ERN advices is
measuredijt is important to see whether the advices were implemented.

When to collect the data?
1 The data (indicators) beyoritle clinicalsphereare to be defined after the collection of clinical
data becomes a cleanut process and people have experience and ERNSs are fully operational
1 The datasneeded in order to define and adapt the dution of patients'holistic care;
91 Currently, there is a need to map the data in registries to see what exists and what is needed
additionally. The data beyond clinical nedd be longitudinal, otherwisé will not make sense.
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