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Collaboration with patients: the EMA journey... so far
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Patient involvement (2008 — 2017)
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Three categories of patient representation

* Patients’ and Consumer’s Woking Party (PCWP)
Patients * EMA Consultations

representing « Workshops

their

organisations

« Management Board (MB)
« EMA Scientific Committee(s)

Patients
representing
their
community

Patients as
0% E]
experts

« Scientific Advice / Protocol Assistance Procedures
« Scientific Advisory / ad hoc Expert Groups
¢ Scientific Committee Consultations

« Review of Documents
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Patients representing their community
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Patients and EMA scientific committees
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Patients representing their organisation
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Patients and Consumers Working Party (PCWP)

3
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http://www.ema.europa.eu/ema/index.jsp?curl=pages/partners_and_networks/general/general_content_000708.jsp&mid=WC0b01ac05809e2d8c
http://www.ema.europa.eu/docs/en_GB/document_library/Other/2009/12/WC500018013.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Other/2014/12/WC500179567.pdf
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Patients as individual experts
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Patient involvement along the medicine lifecycle at EMA
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Patients in scientific meetings

Scientfic Advice,
Protocol Assistance

and HTA procedures
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Patients and review of documents

Safety
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Who do we work with?

12

= Any organisation representing EU patients or consumers may express an interest
to work with the Agency, however they must meet the defined eligibility criteria
(application form on the EMA website)

e List of eligible patients & consumers organisations published on the EMA website

« Individuals can also register to be involved

Video: Engaging with patients Working for every
patient in Europe

Engaging with patients

Register as 5 ye .
> _ Patient expert > o~

All images hyperlinked am ' n
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http://www.ema.europa.eu/ema/index.jsp?curl=pages/partners_and_networks/general/general_content_000231.jsp&mid=WC0b01ac0580035bee
https://fmapps.emea.europa.eu/stakeholders/signup.php
https://youtu.be/Vhko3CXayFE
https://youtu.be/ShezrN2gs_8
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Patients in pharmacovigilance activities
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Members of PRAC PRAC consultations of patients

Albert Marco
van der Zeijden Greco

Examples
Insulin - new strength box label design
- extraction from pre-filled pens
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Review of safety communications Reporting side effects

Side effects
reports =

EudraVigilance - European database

of suspected adverse drug reaction reports

I Ecooneiicxa Gasa aanmi OTHOCHO CHOBLIEHNATa 38 NOAO3MPAHM HEXENANH NEKAPCTEEHH PeaKLYM
B 5ase de datos curopea de informes de presuntas reaceiones adversas

BB cvropska databaze hidseni podezieni na nezédoud dtinky |étivych piipravki
BB Europzisk database over indberetninger om formodede bivirkninger
2 Europsische Datenbank gemeldeter Verdachtsfalle von Arzneimittelnebenwirkungen
B ravimite véimalike kérvaltoimete teatiste Euroopa andmebaas
Il cuownaic Baon SeBopeva avagopiy niBavohoyospevey aveEnBITOV evepyEidy Papuikey
B =vripskur gagnagrunnur fyrir tillkynningar & meintum alvariegum aukaverkunum lyfa
BB curopean database of suspected adverse drug reaction reports
Bl 52 de données européenne des rapports sur les effets indésirables suspectés des médicaments.
P8 Bunachar sonrai Eorpach na dtuarascalacha um fhrithghniomh diobhalach amhrasta in aghaidh druga
[EZA curopska baza podataka prijava sumnii na nuspojave lijekova
I 52nce dati curopea delle segnalazioni di sospette reazioni avverse ai farmaci
Eiropas zipojumu par iesp&jamam zaJu blakusparadibam datu baze
PraneSimy apie jtariama nepageidaujama reakdija | vaistus Europos duomenty baze
B Feltctelezett mellckhatasokrdl sz616 jelentések eurdpai adatbézisa
Database Ewropea ta' rapporti dwar reazzjonijiet avversi ssuspettati ghal medicina

Bl Europese database van rapporten over vermoedelijke bijwerkingen van geneesmiddelen

B curopeisk database over rapporter om antatte bivirkninger

[l Europeiska baza danych zgioszer o podejrzewanych dzialaniach niepozadanych lekow

[ 52s¢ de dados europeia de notificacdes de reacdes adversas medicamentosas suspeitas

Y &22a curopeani de date privind rapoartele despre reactiile adverse suspectate |a medicamente
i B curpska databiza hidseni o podozreniach na nefiaduce Gtinky lickov

Bl £vropska podatkovna baza porocil @ domnevnih nezelenih uginkih zdravil
I Ui tictokanta laakkeiden epailtyjs haittavaikutuksia koskevista ilmoituksista
B curopeiska databasen for rapporter om misstankta lékemedelsbiverkningar

EUROPEAN MEDICINES AGENCY EudraVigilance
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Attendance to public hearing

2017: Valproate containing medicines

2018: Quinolones and fluoroquinolones
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Importance of engaging with patients in EMA

« Engagement with patients:

» Brings the everyday aspects of living with a disease into the scientific

discussions and helps bridge the gap between clinical trial data and real world data
» Improves transparency and trust r
» Increases understanding and dissemination of EMA outcomes \} A' U E |
» Adds to quality of regulatory outcome

 ALL perspectives are crucial and have ultimately resulted in more meaningful

decisions for all concerned.
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Any questions?

Maria Mavris
Patient Liaison
Public Engagement Department

maria.mavris@ema.europa.eu
www.ema.europa.eu

European Medicines Agency

30 Churchill Place « Canary Wharf « London E14 5EU < United Kingdom
Telephone +44 (0)20 3660 6000 Facsimile +44 (0)20 3660 5550
Send a question via our website www.ema.europa.eu/contact
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