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Patient
organizations

Defending

stigmatizations
in the 60s

Patients’ organisations are defined as not-for-
profit organisations which are patient focused,
and where patients and/or carers (the latter
when patients are unable to represent
themselves) represent a majority of members
in governing bodies.

s://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/criteria-be-fulfilled-patient-consumer-and-healthcare-
professional-organisations-involved-european-medicines-agency-ema-activities_en.pdf
https://www.eu-patient.eu/globalassets/library/publications/epf_added_value_report_final.pdf
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12.3. Patient associations and patient empowerment
Pulmonary hypertension centres should inform patients
about patient associations and encourage them to join
such groups. Patient associations are a valuable resource
for managing patients, as they provide educational and
emotional support, and can have positive effects on
coping, confidence, and outlook [845]. It is recommended
that PH centres collaborate with patient associations on
initiatives to empower patients and improve the patient
experience, addressing issues such as health literacy,
digital skills, healthy lifestyles, mental health, and self-
management. Health care can be delivered more
effectively and efficiently if patients are full partners in the
process.


https://erj.ersjournals.com/content/early/2022/08/25/13993003.00879-2022
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ERN - Lung European Reference Network for Rare Respiratory Diseases

Online tools (CPMS, EXABO)

['] .‘..3 CLINICAL GUIDELINES
o o - oo
® | SN, RESEARCH & INNOVATION i
M . ‘.. . KNOWLEDGE : Welcome to the Expert Advisory Board EXABO i
. . . Q o et S s Sl .
NATIONAL HEALTH- SPECIFIC GENERATING & SHARING
EVIDENCE
PATIENTS CARE PROVIDERS ERN
: ® TRAINING & E-LEARNIN
TREATMENT ADVICE RAINING & E-LEARNING

Mission statement of ERN-Lung

(...) (ERN-LUNG) (...) to develop innovative care models and improve cross border care
(...). (...) provide eHealth tools, will contribute to medical solutions and device
development, and will offer services such as cross border health care (...) will boost
research through large clinical studies and contribute to the development of new
pharmaceuticals, and will lead to economies of scale and ensure a more efficient use of
costly resources, which will have a positive impact on the sustainability of national
healthcare systems, and for (...) patients (...
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PHACURGPE 5 LoSiion parkn O IO
 Launched in 2020 to define common advocacy \'
goals and foster closer collaboration on the
respiratory field

* Working together with various institutions (eg.
WHO, EC, MEP Lung Health Group)

* Advocacy and information-sharing meetings and
webinars
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(ELHG) (I)

Vision for respiratory health in 2030:

« Common voice —  elel et  —
. o.'.;.v_-' .....'o .
e Early diagnosis * o BREATHE °
+ Clean air *-52030 -

ean al 0.'. o b
* Research .-e.VISION" ..°,

. o . T 05 May 2021

* Prevention : LR
« Measurable progress Accelerating EU research for rare

diseases — the case of pulmonary
hypertension

To mark World Pulmonary Hypertension Day, on
May 5the MEP Lung Health Group organised a
virtual event on April 21 to bring to the attention
of the European Parliament the needs rising
from the complex nature of rare diseases.

#KeepBreathing
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ERS (European Respiratory Society) ®

1 . . : @ ERS |RESPIRATORY
2022 ESC/ERS Guidelines for the diagnosis and treatment of pulmonary hypertension channel

Marc Humbert, Gabor Kovacs, Marius M. Hoeper, Roberto Badagliacca, Rolf M.F. Berger, Margarita Brida, Jorn Carlsen, Andrew J.S. Coats, Pilar Escribano-Subias, Pisana Ferrari, Diogenes S. Ferreira,
Hossein Ardeschir Ghofrani, George Giannakoulas, David G. Kiely, Eckhard Mayer, Gergely Meszaros, Blin Nagavci, Karen M. Olsson, Joanna Pepke-Zaba, Jennifer K. Quint, Géran Réadegran, Gerald Simonneau, ;8"& ®
Olivier Sitbon, Thomy Tonia, Mark Toshner, Jean-Luc Vachiery, Anton Vonk Noordegraaf, Marion Delcroix, Stephan Rosenkranz, the ESC/ERS Scientific Document Group 3!
European Respiratory Journal 2022; DOI: 10.1183/13993003.00879-2022 W, 5
live
LIVING WITH RARE RESPIRATORY DISEASES
THROUGH THE COVID-19 PANDEMIC

ERS statement on chronic thromboembolic pulmonary hypertension |

Marion Delcroix, Adam Torbicki, Deepa Gopalan, Olivier Sitbon, Frederikus A. Klok, Irene Lang, David Jenkins, Nick H. Kim, Marc Humbert, Xavier Jais, Anton Vonk Noordegraaf, Joanna Pepke-Zaba, Philippe Brénot,
Peter Dorfmuller, Elie Fadel, Hossein-Ardeschir Ghofrani, Marius M. Hoeper, Pavel Jansa, Michael Madani, Hiromi Matsubara, Takeshi Ogo, Ekkehard Grunig, Andrea D'Armini, Nazzareno Galie, Bernhard Meyer,

FREE REGISTRATION
Patrick Corkery, Gergely Meszaros, Eckhard Mayer, Gérald Simonneau
European Respiratory Journal 2021 57: 2002828; DOI: 10.1183/13993003.02828-2020 LIVE PANEL DISCUSSION
23 MARCH, 2021 at 19:00 CET




ESC - European Society of Cardlology

A community of healthcare professionals,
Including cardiologists, cardiac surgeons,
nurses, and other allied health
professionals, who are involved in the field
of cardiovascular medicine.

2022 ESC/ERS Guidelines for the diagnosis
and treatment of PH with the involvement
of two patient representatives were
included for the first time ever as co-
authors

@ESC

European Society
of Cardiology
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The largest and most
influential cardiology
organizations in the world.

European Society of Cardiology quality indicators for
the care and outcomes of adults with pulmonary
arterial hypertension. Developed in collaboration
with the Heart Failure Association of the European
Society of Cardiology

Suleman Aktaa ' 2 3, ChrisP Gale ! 2 3, Margarita Brida 45 George Giannakoulas 6

Gabor Kovacs 7, Yochai Adir 8, Raymond L Benza 9, Michael B6hm 19, Andrew Coats 11,

Michele D'Alto 2, Pilar Escribano-Subias 13, Pisana Ferrari 4, Nazzareno Galie 1> 16,

J Simon R Gibbs 17, Wendy Gin-Sing 8 Marius M Hoeper 1920 ‘Marc Humbert 27, Irene M Lang 22
Bradley A Maron 23 Gergely Meszaros 24 Anton Vonk Noordegraaf 25 26 | aura C Price 27 28,
Joanna Pepke-Zaba 29 Géran Radegran 30 31 Abilio Reis 32 33, Olivier Sitbon 2", Adam Torbicki 34

Silvia Ulrich 32, Stephan Rosenkranz # 36 Marion Delcroix # 37 38
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Patient advisory group (PAG)
European Patient Advisory
Programme (EPAP)

DIAGNOSING AND TREATING

Association of Cardiovascular
Nursing & Allied Professions

ACNAP

: ‘ PULMONARY HYPERTENSION
e \ = Understanding the professional guidelines

R

@

ESC - Patient Forum @ ERS =5 @ELFE". @ESC

European Society
of Cardiology

@ESC

Patient Forum at the European Heart House - October 2018
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ESOT - European Society for ™ EENCLUNG
Organ Transplant

ESOT is a medical and scientific society dedicated to the exchange of knowledge
in donation and transplantation.

ESOT provides an extensive education programme and best-practice guidelines
for professionals as well as opportunities for knowledge exchange

In 2019 ESOT launched a “Patient Inclusion Initiative”

In 2020 a European Transplant Patient Organisation (ETPO) was established
under the aegis of ESOT, followed by the launch of the ESOT-ETPO Alliance

ESOT

Credit to Pisana Ferrari for the slide




WSPH

World Symposium on Pulmonary

Hypertension

World Symposia on Pulmonary
Hypertension Association

Co-funded by
the Health Programme
of the European Union

Patient involvement

First congress in Geneva in 1973 (17 participants).

Last in Nice in 2018 (1376 participants):

» Task force for patient perspective

* The importance of patient perspectives in
pulmonary hypertension
Michael D McGoon, Pisana Ferrari, lain

Armstrong, Migdalia Denis, Luke S Howard, Gabi
Lowe, Sanjay Mehta, Noriko Murakami, Brad A Wong

7TH World Symposium on

June 29-30/July 1, 2024

Pulmonary Hypertension Barceton
Barcelona, Spain 2024

7™H World Symposium on Pulmonary Hypertension
12 Members Scientific

129 Members of Task Forces

(15 Working Groups)
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Proceedings published on ERJ suppl. 2019 'W'
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https://pubmed.ncbi.nlm.nih.gov/?term=McGoon+MD&cauthor_id=30545977
https://pubmed.ncbi.nlm.nih.gov/?term=Ferrari+P&cauthor_id=30545977
https://pubmed.ncbi.nlm.nih.gov/?term=Armstrong+I&cauthor_id=30545977
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https://pubmed.ncbi.nlm.nih.gov/?term=Wong+BA&cauthor_id=30545977

European Regulatory Authority
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European Medicines Agency (EMA) (I.)

Centralised marketing authorization system in EU (reimbursement still at membership level)

Patients and consumers involvement since 1996:

Patients representing Patients representing their Patients as individual experts
their community organisation
e Management Board e Patients' and Consumers' e Scientific advice / protocol
e Scientific Committee(s) Working Party (PCWP) assistance procedures
e EMA consultations e Scientific advisory / ad hoc
 Workshops expert groups
G e Scientific committee

[L I\OI’[AN M[DIUNES A(J[_N(,\ consultations
\ R B e Review of documents
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European Medicines Agency (EMA) (II.

. &y = 7

N H
EUROPEAN MEDICINES AGENCY
----------- O > @ > @ oo
E MA a nd ItS SCIentIfIC Com m Ittees EARLY DIALOGUE IN EVALUATION FOR SAFETY MONITORING OF
The EMA committees contain members nominated by the medicines regulatory authorities of the EU MEDICINES DEVELOPMENT AUTHORISATION MEDICINES
Member States (the ‘national competent authorities”)
Orphan designation Marketing authorisation Post marketing procedures
. " " evaluation -
Committee for Human Committee for Veterinary 3 comp {2 CHMP | CAT | PRAC
Medicinal Products Medicinal Products A )’)\ CHMP | CAT | PRAC
(CHMP) (CVMP) PUBLIC SUMMARIES [E] packaGE LEAFLET (RENEWAL)
! PACKAGE LEAFLET (NEW
CECIEHANIDESIGHARON @] ( ) SAFETY COMMUNICATIONS *
MEDICINE OVERVIEW
gy . Committee for Orphan
Paediatric Committee i
Medicinal Products Advanced therapy : e :
(PDCO) e Scientific advisory/ad hoc
‘ mg EMA - / (comp) classification Orphan designation expert groups
Secretariat i Q cat maintenance

2 CHMP | PRAC

Committee for

/ 2 comp
1 \ Paediatric investigation plan

Committee for Herbal Public hearings

Medicinal Products Advanced Therapies 3 PDCO Scientific advisory/ad hoc -
(HMPC) Pharmacovigilance Risk (CAT) G expert groups M PRAC
Assessment Committee ‘ m -
(PRAC) S . 54 CHMP | PRAC
m:l Scientific advice
2 sawp
o = produced as needed
Ll
( 4  The Centralised Procedure R
SVEMA 4 COMMITTEES & EXPERTS MEETINGS @ DOCUMENTS FOR THE PUBLIC

https://www.ema.europa.eu/en/partners-networks/patients-and-consumers/getting-involved
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E U R O R D I S c H A M P I 0 N I N G POLICY BRIEF — FOR A MATURE EUROPEAN RARE RESPIRATORY DISEASES
T H E R A R E REFERENCE NETWORK SYSTEM IN 2030

Building the Engine of an Inclusive
European Health Union

1000+ member rare disease R T 2 : \ ;
. . . it TR & 7|8 RECOMMENDATIONS
associations from 74 countr

S . AW I/ X FROM THE RARE 2030

FORESIGHT STUDY
THE FUTURE
OF RARE DISEASES
STARTS TODAY

FEBUARY 2021 | RARE20MO BURECOMMENDATIONS

Rare2030 study - 8 recommendations

PATIENT-NEEDS-LED Oeep understanding of needs as the starting

)N point of the process.
SCENARIO 3 SCENARIO 1
[ 23 e) Inft)esfan_\e'l_\t
; s . . r social justice
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: uropean : ~ g 3 '
Rare disease e Slan for Parlamentiary 00 : =&~
li : V RESPONSIBLTY H ACCOUNTEILTY
policy rare diseases FENOCRISS asgu % socemATTune = Tomsosouow > eaew
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Technology ghaae ”%
Alone Will Save You 7 P
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RTLED SNNOVATION technology innovation, then seeks out its market.




oS [
@, European
Co-funded by Doy Ref.
the Health Programme 0% 50 V Reference

EPF - European Patients Forum
*

European
Patients
Forum

SHAPING A NEW EUROPEAN AGENDA FOR PATIENTS
MEANINGFUL PATIENT INVOLVEMENT IN CO-CREATING BETTER
HEALTH POLICY, PRACTICE, RESEARCH AND EDUCATION
DIGITAL TRANSFORMATION THAT DELIVERS FOR PATIENTS

ACCESSING THE HEALTHCARE WE NEED WITH NO
DISCRIMINATION

Universal Health Coverage
For All.

STRENGTHENING PATIENT COMMUNITIES ACROSS EUROPE ““ #Access2030
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Criticism about independence/reliability

m  Stability

s DHfessionalism

s ,Outsourcing” PAs’ roles

mmm ,Insourcing” healthcare system’s roles

Challenges
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Opportunities

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC7075437/
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attention!




