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Webpages

Measuring impact

Framework of interaction

WEBRADR BIG DATA
Eligibility criteria
Public hearing preparations

Patient database

Clinical data publication

PCWP 10th anniversary

EMA/FDA exchange
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Updated webpages for...

Patients and consumers Healthcare professionals

Relatedinformationiraterials Working with healthcare professionals - leaflet

Leaflet: Working with  Leaflet: Principles on the involvement of  Factsheet: Patients,
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Leaflet: Enabling
science that works
for patients
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Impact of Pharmacovigilance activities; P

survey; workshop
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Workshop: measuring the impact of
pharmacovigilance activities
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Social media workshop
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24 Detover 2016 / ‘
EMA/625077/2016
Stakeholders ang Communication Division W
orksho PS; i
interviews

Sharing health information in the digital age: potential Press releases/news Targeted efnai_ls
and challenges of social media Infographics factsheets Press brleflngs

Report from a workshop on the impact of social media on patients,

- -
healthcare professionals and regulators So c I a m e I a

Introduction Face‘tO‘face meetingSRuuurls WEbSIte

Soca i 3o of sk cammunicaion o tha s view, et nd e Newsletters Media requests
Information, ideas, and other forms of expression via virtual communities and networks. In the health videos External queries Webca sts

satting, social media has the potential to change how healthcare professienals, researchers, patients
and consumers manage and share health-related data, and may impact on how information on
medicines and their use is generated, shared and discussed.

EMAs Patients’ and Consumers’ Organisations Working Party (PCWP) and Healthcare Professionals’
Organisations Working Party (HCPWP} discussed challenges and practical applications of soclal media
and their impact on regulators, patients and healthcare professionals during a workshop held on r

19 September 2016.

This warkshop was the first in 3 senies of meetings that will cover linked topics related to advances in

digital health including social media, “tg data’ analysis and IMI (Innovative Medicines Initiatives)

projects such as WEB-RADR?, where EMA will provide a platform for discussion and an opportunity for

mutual leaming. 4
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WEB-RADR

WEB-RADR: Recognising Adverse Drug Reactions
Working together to improve pharmacovigilance through new technology

LEARN MORE

NEWS

WP1 publication: the use of social

media in pharmacovigilance

WEB-RADR publication: mobile

applications recommendations

WEB-RADR1 | =

{
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~ linitiative

WEBRADR: https://web-radr.eu/
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Individual patient database launch

Register as
Patient expert
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Partners & networks Involvement in EMA activities: registration for interested individuals

Eu partners sntermatanal actvives Patients ana cansumers Personal Details

First Hame Last tame
acadernia Pharmaceuiical industry

—— Country o Residence
Heslth technolagy sssessment bodies

Shone Email fddress

Getting involved [==] Education octora Lanausoes Spaten

Ratbents, consumers and carers are involved in 3 wide range of turopean Medicines Agency
(Ma) activitis. Representation
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Organisation eligibility criteria: revised
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Vetarinary regulatory ¥

Committoes v NewsBovents ¥ Partnors & networks  About us v

Meodines v Human roguiatory v

Partners & networks

EU partners International activities Patients and consumers.

Pharmaceutical Industry

Healthcare professionals Academia

Networks Health technolagy assessment bodies

Eligible patients and consumers organisations

The European Medicines Agency (EMA) engages with a network of over thirty-five eligible
organisations, ensuring that the needs and concerns of a wide range of patients and

n
Waorking Party
consumers are represented via direct contact with the Agency.

Training & reecurces It, in most cases have a European Union-wide mandate, and

Key documents

s v Homancegubtory ¥ Vet rogubstery v Comitions V News B evens v Portners Bostworks About vs ¥

Partners & networks

Intermational actties Patients and consumers

EU partners
o | industry

Healihcare professonils Academia

Networks Haalth technology assessment bodies

Eligible healthcare professionals' organisations

The European Medicines Agency (EMA) engages with a network of over twenty-five eligible
et “’;_Sf‘," organisations ensuring that the needs and concerns of a wide range of healthcare
professionals across Europe are represented via direct contact with the EMA
n mast cases have a European Union wide mandate, and

Key documents
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Clinical data publication; user testing
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mtory ¥ Committees ¥  Mews Bevents ¥ Partners & networks ¥ Aboutus ¥

Human regulatory 2

Qverview

Post-authorisation

Advanced theraples

Accelerated ass

Blosimilars

Compliance

Clinical data publication
Support for industry

Technical anonymisation

. ’
Research and development Marketing authorisation L— \‘

Herbal products

Clinical data publication

Table of contents

Clinical data publication temporarily suspended
How to access the clinical data

What clinical data EMA publishes

Preparing the data for publication

Technical anonymisation group

Timelines for publication

First report on the implementation of the policy on the publication of clinical data
Comparison with the Clinical Trial Regulation
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Public hearing preparations

Public hearings =1

Table of contants




EMA and FDA: patient engagement

[ us rooo s one

o EUROPEAN MEDICINES AGENCY 3
FDA and European Medicines Agency Patient
Engagement Cluster

perience, s weil a2 speciic knowledge and expertize, to scient
ent is 8 priority for both

Patients bring re
medicines and on the Impact of regulatory decisions. Therefore, their invol

agencies.

FDA: https://www.fda.gov/patients/learn-about-fda-patient-engagement/fda-and-
european-medicines-agency-patient-engagement-cluster
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Big data (workshop in medicines development)

EUROPEAN MEDICINES AGENCY

Identifying opportunities
for ‘Big Data’ in medicines
development and
regulatory science

14-15 November 2016
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Public hearing
Personalised medicine
Antimicrobial resistance

Biosimilars Academia
Involving young people

Perception survey

Patients in CHMP meetings
Additional monitoring
Availability of medicines

10th training day
EMA action plan
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Personalised medicines workshop

N N\ B N\
PR
Personalised medicines {

Report from a workshop on personalised medicines
\\\\\ 4 by EMA on 14 March 2017

MORE VIDEOS
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Antimicrobial resistance (AMR): R

information session
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antimicrobial resistance ; \ - NS AR NS A
Initiatives presented to EMA Working Parties with Awareness session < o ha 4 \
Patients, Consumers and Healthcare Professionals on \
15 September 2017 ' 19 September 2017, 8.30am - 5.15pm &) = \
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EMA communication: perception survey o

o
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M | et us know!

EMA communication i |
perception survey 2017 You can now participate in our |
== perception survey \
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15 March 2018
EMA/24913/2005 - rev. 3
Stakeholders and Communication Divisian

Criteria to be fulfilled by patient, consumer and
healthcare professional organisations involved in
European Medicines Agency (EMA) activities

1. Introduction

This paper defines the criteria that patient, consumer and healthcare professianal organisations should
fulfl in order to be considered "EMA eligible organisations’

Organisations meeting the criteria defined herein become part of the Agency’s network of European
organisations listed on its website, and are the first point of contact for involvement in EMA activities,
as and when appropriate. The initial assessment performed ta confirm compliance with these criteria,
as well as subsequent annual reviews, follows the steps detailed in the document “Assessment of
patient, consumer and healthcare professianal organisations compliance with EMA eligibility criteria”
(EMA/566453/2012 - rev. 1)

2. Definition of patient/consumer and healthcare
orofessional oraanisations

Organisation eligibility assessment:
streamlining process

EUROPEAN MEDICI
1EN )

5 C M E

NES AGENCY
CINES HEALTH

15 March 2018
EMA/698917/2017
Stakeholders and Communication Division

Assessment of patient, consumer and healthcare
professional organisations’ compliance with EMA eligibility
criteria

1. Introduction and purpose

As defined within the frameworks for interaction, the Agency endeavaurs to establish and maintain a
network of European patient, consumer and healthcare professional organisations to foster consistent
and targeted interactions with a broad range of erganisations across Europe with diverse expertise and
interests

*Eligibility criteria’ for selection of arganisations (fink to be added) have been established to ensure that
the Agency works with the mast appropriate organisatians.

Organisations may submit an application for eligibility at any time and, provided the criteria defined
herein are met, they become part of the Agency's network of Eurapean organisations listed on the
Agency website, and are the first point of contact for invalvement in EMA activities, as and when
appropriate

The purpose of this document is to explain how information abtained from each arganisatian during the
Agency's assessment of eligibility’, is assessed to conclude whether that organisation s eligible
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EMA/EUnetHTA work plan 2017-2020

the
EUnetHTa
Network

80+
Organisations

30
countries

EunetHTA: https://www.eunethta.eu/about-
eunethta/history-of-eunethta/

7]
K

eu nethta EUROPEAN MEDICINES AGENCY

13 November 2017
EMA/661613/2017
Human Medicines Research and Development Support Division

EMA-EUnetHTA three-year work plan
2017-2020

Introduction

The EMA-EUnetHTA collaboration, which began in 2010 based on recommendations from the High-level
Pharmaceutical Forum®, aims to harness synergies between regulatory evaluation and health
technology assessment (HTA) along the lifecycle of a medicine. Following initial work to improve the
way data published by EU regulators as part of their benefit-risk assessment can contribute to relative
by HTA i topics of mutual interest were identified.

effectiveness

A first EMA-EUnetHTA work plan had been established for the years 2012-2015; a report on the
g up on the ac

outcomes of this joint work plan has been in April 2016.
and developments, a new joint work plan for the years 2017-2020 has been agreed. The overall goal of

the collaboration is to improve efficiency and quality of whilst r their r
remits and ensure mutual understanding and dialogue on evidence needs, to facilitate access to

medicines for patients in the European Union.

Areas for the EMA-EUnetHTA collaboration

\

. eunethta
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Search
>
About HMA Human Medicines Veterinary Medicines ]
]
1
You are hece: 1
! .
1
I
and mission 1
Working Grou, HMA/EMA TASK FORCE ON AVAILABILITY OF AUTHORISED 1
e e MEDICINES FOR HUMAN AND VETERINARY USE (TF AAM) 1 y/
\
Benchmarking of
European Medicnes \
5 Introduction/Overview/Mandate \
The HMA/EMA Task Force will provide strategic support, advice for ‘
and ted approsch to the Netwark on the availability of
the medicina s authorised in the £4.
The scope includes medicinal products for human and veterinary use >
The HMA/EMA Task will focus on the authorised
medicines and deal d¢ ly with a number

HMA: https://www.hma.eu/522.html
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Additional monitoring: impact surve

Medicines under additional monitoring
black triangle

The European Union (EU) has introduced a new process to label medicines that are being
monitored particularly closely by regulatory authorities. These medicines are described as

being under ‘additional monitoring’,
e Europaan Union (EU) has introduced  new way of identifying
el

Medicines under additional manitaring have a black inverted triangle displayed in their package leaflet
and in the infarmation for healthcare professionals called the summary of product charactenistics, ' medicines that are being monitored particularly closaly.
h These medicnes have a b angle dispiayed In theicpackage leafie,
Tosnes wior e 4 -
U W “This medicinal product Is subject to additional monitoring.”

together with a short sentence explaining what the trangle means:

'TNS medicinal product Is subject to additional menitoning

The black triangle Is used in all EV Member States to identify medicines under additianal monitoring. Tt formation avatable about
started appeanng in the package leaflets of the medicines concerned from the autumn of 2013, It wil /il
not appear on the outer packaging or Jabelling of medicines

What does the black triangle mean?

All medicines are carefully monitored after they are placed on the EU market. If 3 medicine is labelled

with the black triangle, this means that it is being monitored even more intensively than other
medicines. This Is generally because there is less Information available on It than on other medicines,
for example because it Is new to the market or there ks limited data on its long-term use. It does not

mean that the medicine is unsa
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Overall the presence of the patient(s) was beneficial
L
3 March 2017 22 4 5
EMA/181955/2017 1
Stakeholders & Communication Division 20 - 1
1
18 |
I
Qutcome Report on Pilot to involve patients in benefit/risk 16 14 1
discussions at CHMP meetings 14 |
12 - \
1. Background/Rationale 1
10 4 1
A range of mechanisms have heen put in place throughout the medicine lifecycle to acquire patients” 1
perspectives within EMA benefit/risk (B/R) considerations and the added value has been demonstrated 8 \
many times. It was felt however that one area which could be further expanded was within the 6 - \
Committee for Medicinal Products for Human Use (CHMP) meetings to allow additional opportunities to 3 3 \
hear and take account of patients” views during the assessment of B/R. This is in line with the CHMP 4 - 2
work programme which recommends further integrating patients’ values in the B/R assessment and 2
reflects the Agency's emphasis on stakehalder involvement. -
0 - T T )
2. Involvement in benefit/risk discussions .
1(Agree) 2 3 4 5 (Disagree)
Patients are invalved in BR evaluations through participation in SAG/ad-hoc expert group mestings,
sdentific advice procedures and also written consultations. Building on this, it was proposed to invite
patients to participate in specific B/R discussions during CHMP meatings, where they would be able to
contribute to the CHMP discussions at the time of an oral explanation. It was decided to trial a pilot
phase for a peried of at least one year to fully assess the feasibility of the propesal and explore how
this could occur to maximal effect.
3. Pilot phase
Methodology




1st public hearing: Valproate medicines
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Public Hearing: Valproate

Tuesday, 26 September 2017
Pharmacovigilance Risk Assessment Committee (PRAC)

o ~»

@ Public hearing on Valproate
= - Watch later _Share

-’ 2 N ~
B C'7 e ﬁv 5
b4
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MORE VIDEOS /

P o) 14826/41642 & Youlube ©:

EMA’s first publi
26 September 2017

@ oy #EMAPublicHearing #valproate
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Involving young people: principles
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Academia framework: adopted

Partners & networks

EU partners

Healthcare prafessionals

Internationsl activities
Pharmaceutical industry

Academia

Hesith technalogy assessment bodies

Academia

The European Medicines Agency (EM

relationship with European academics as
and academia is necessary for the Agency to be prepared for future challenges and

high standards:

tted to maintaining a strang working
rehers. Collaboration between the Agency

opportunities offered by advances in sclence and technology.

aiiogue}

O

EUROPEAN MEDICINES AGENCY

and Communication Division

Framework of collaboration between the European
Medicines Agency and academia

#EUacademia




Patient preference study in multiple myeloma

& NCBI  Resources© How To (@
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National Institutes of Hezkh Advanced

Format: Abstract~ Sendto~

Oncologist. 2018 Jan:23(1):44-51. doi- 10.1634ftheoncologist 2017-0257. Epub 2017 Oct 27.

Individual Trade-Offs Between Possible Benefits and Risks of Cancer Treatments: Results from a
Stated Preference Study with Patients with Multiple Myeloma.

® Author information

Abstract
BACKGROUND: The objectives of this study were 10 elicit the preferences of patients with multiple myeloma regarding the possible benefits
and risks of cancer treatments and 1o illustrate how such data may be used to estimate patients' acceptance of new treatments.

PATIENTS AND METHODS: Patients with multiple myeloma from the cancer charity Myeloma UK were invited to participate in an online
survey based on multicriteria decision analysis and swing weighting to elicit individual stated preferences for the following attributes: (a) 1-
year progression-free survival (PFS, ranging from 50% to 90%), (b) mild or moderate toxicity for 2 months or lenger (ranging from 85% to
45%). and (c) severe o life-threatening toxicity (ranging from 80% to 20%)

RESULTS: A total of 560 participants completed the survey. The average weight given to PFS was 0.54, Tollowed by 0.32 for severe or life-
threatening toxicity and 0.14 for mild or moderate chronic toxicity. Participants who ranked severe or life-threatening toxicity above mild or
moderate chronic toxicity (56%) were more frequently younger, working, and looking after dependent family members and had more
frequently experienced severe o life-threatening side effects. The amount of weight iven to PFS did not depend on any of the collected

PubMed: https://www.ncbi.nlm.nih.gov/pubmed/29079638
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10t annual training day

2017 - 71 participants 2007 - 2017

e mambars o

Highest ever

number of

participants

(71) EMA
51 patients and Annual
consumers Training
11 healthcare Day
professionals 2017

4 young people :
3 academics

20 countries represented
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Medicine information: EMA action plan

EUROPEAN MEDICINES A(;FN( Y

SCIENCE MEDICINES

14 November 2017
EMA/E80018/2017
Stakeholders and Communication Division

EMA action plan related to the European Commission’s
recommendations on product information®

The Eurapean Medicines Agency (EMA) recognises the importance of the European Commission repart®

and its recommendations to improve the EU product This a unigue opp to
improve the infarmation EU patients receive on their medicines, within the boundaries of the current
legislation.

In order to meet high public expectations that the report has generated, it is important that any action is
properly planned and executed, relevant stakehalders are invalved and due consideration is given to the
required expertise, timing and resources.

The following is an analysis of the timelines, technicalities which will be needed to implement the
necessary actions to meet the chiectives set in the report.

This analysis has not taken INED aCcount the IMPact of Brexit. However It needs to be noted that
prioritisation, timelines and resource allacation will depend on how activities will be affected during the
Agency's relocation and business continuity plan {BCP).

The different actions are broken down by each of the Commission’s recommendations:

1. Room for improvement of package leaflet (PL) rather than
summary of product characteristics (SmPC)
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Topic Groups

Joint Work Plan
Real World Evidence

2nd pPublic hearing
European Immunisation Week

Additional monitoring

EMA Regulatory Science 2025
Patient registries

Availability of medicines




Joint WP work plan agreed )
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FUROPEAN MEDICINES AGENCY /
SCIENCE MEDICINES HEALTH II
1
1
12 April 2018 1
EMA/740848/2017 1
Stzkehalders and Communication f
I
1
1
2018-2019 Work plan for the Patients” and Consumers’ !
Working Party (PCWP) and the Healthcare Professionals’ |
Working Party (HCPWP) 1
1
\
\
\
Chairpersons Status ‘\
EMA: Juan Garcia Burgos Endorsed by PCWP and HCPWP 14 March 2018 \\
HCPWP: Gonzalo Calvo Adopted by COMP, CAT, CHMP, PDCO and HMPC \\
e Woak March 2018, and by PRAC April 2018 \\
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N
N
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Regulatory Perspective on Real World Evidence (RWE) in Real world data across the product life cycle /I
N 1 . I
scientific advice
,; Evidence Generation by Design ,'
EMA Human Scientific Committees' Working Parties with Patients’ and Consumers’ Identify {
Organisations (PCWP) and Healtheare Professionals’ Organisaticns (HCPWP) missing Planning of post authorisation studies i
data/gaps Bud {
— i Support the IMPACT studies [
Presented by Jane Moseley on 17 April 2018 3 d Adherd ‘::::::::::/ et !
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Launch Conditional New New formulation/ Competitor N
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Real world evidence (RWE) - an 9
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Hans-Georg Eichler
Senior Medical Officer
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European Immunisation Week
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2018 |
Additional monitoring: awareness survey

Patients and health care
professionals, do you

report side effects?

(v ; can #SideEffects #patientsafety
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Availability of medicines: HMA/EMA workshop e

© wmmoswe  HMA

HMA EUROPEAN \94\“ AGENCY
HMA/EMA workshop on availability

of authorised medicines Multi-stakeholder meeting with the HMA/EMA Task Force on
availability of authorised medicines

Report from a multi-s
held at EMA on Sth

London, 9 November 2018

MORE VIDEOS

I« P BIRY 155725750
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2"d public hearing:
Quinolone and Fluoroquinolone medicines

o

EUROPEAN MEDICINES AGENCY
SCIENC MEDICINES EALTE

Public Hearing: quinolone and
fluoroquinolone medicines PRAC chal . san Garg
\

= % = & £3 \

Wednesday, 13 June 2018 P » W eom0 e
Pharmacovigilance Risk Assessment Committee (PRAC) \

quinolones & fluoroquinolones
_ 13 June 2018 :

#EMAPublicHearing #antibiotics




Good Pharmacovigilance Practices (GVP)

/Population- or Product-\

Specific Considerations:

PI Vaccines
PII Biologicals
v T PIII Pregnancy & breastfeeding Public !
., . . < consultation 2018/9 %
PIV Paediatrics Final October 2018 .
PV Geriatrics Development to be
\

Qﬂtmued after October 2019 / \
\
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0 EUROPEAN MEDICINES AGENCY #0lderPatients
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/

| Every patient matters

om OPEAN MEDICINES AGENCY #YoungPatients




Patient registries: initiative update

Cystic Fibrosis Registries y
ot Workshop: 14th June 2017 i

Multiple-Sclerosis Registries
Workshop: 7th July 2017

é EMA/753513/2018
3
5
&
7 Discussion paper: _ _ .
s Use of patient disease registries for regulatory purposes — CAR T-Cell theraples REQISt"es k,
s methodological and operational considerations Workshop: gth Februarv 2018 K
\
; x
13 The Cross-Committee Task Force on Patient Registries Haemo philia Registries \\\
14 \
Workshop: 8% June 2018
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Electronic product information: Multi-stakeholder =
workshop

ary regulatory v Committees v News & events v Partners & networks v Aboutus v

Medicines v Human regulatory v Vi

European Medicines Agency (EMA) / Heads of Medicines
Agencies (HMA) / European Commission (EC) workshop on
§ 0 ... HMA [ 3] electronic product information (ePI)

- 1
- 1
B Date: 28/11/2018 1
Q Location: European Medicines Agency, London, UK I
1
The objectives of this joint workshop are to agree with all stakeholders on common key principles for the use 1
of electronic summary.of product characteristics (SmPC) and package leaflet formats in the European Union |
(EU) and create a draft proposal of these key principles for public consultation. !
- |
Electronic product information The European Commission, HIMA and EMA are working together to faciitate the development of electronic \
Py tools to improve access of patients and healthcare professionals to product information in the EU. Electronic \
for medicines in the EU formats bring new for summary of product and package leaflets. \

REPﬂ’thf_'de BVLS'RIA'I':MQ'EE ﬂ%’kihop As more Europeans gain access to information technologies, it is important to agree with al stakeholders on
Al on el e common key EU principles as to how electronic formats can be used to provide product information to U
citizens in accordance with existing legislation.

A workshop on electronic Product Information (ePi) Session
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Mandates
Rules of procedure

Medicines safety
Info cards

Members voice
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4 February 2019
EMA/109591/2018
Stakeholders and Communication Division

Rules of procedure for the Patients and Consumers
Working Party (PCWP) and the Healthcare Professionals
Working Party (HCPWP)

1. Roles and responsibilities

Membership of the PCWP and HCPWP implies a commitment from its members, through their
appointed representatives, to participate actively in the work of the working party, which includes
« Identify relevant topics for information, discussion and reflection.

- Exchange views and positions from organisations, scientific committees and EMA on topics
addressed by the working party.

Participate in meetings and written consultations of non-confidential nature.

Propose to EMA, scientific and I on topics addressed by
the working party.

Inform their organisations and scientific committees about the activities of the working party.
+  Agree on the mandate, work plan and any governance-related documents of the working party.

The working party shall have two Chairpersons (referred to as Co-Chairs, hereafter). One Co-Chair
(also referred to as the EMA Co-Chair) will be a representative of the EMA secretariat and will be
nominated by a Decision of the Executive Director. The other co-chair (also referred to as the
HEPWP/PCWP Co-Chair) will be elected amongst working party members, following the procedure
described in point 4. The Co-chairs shall in particular:

Revised WP mandates and Rules of Procedure

)
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4 February 201
EMA/563123/2018 Rev. 3
Stakeholders and Communications Division

Mandate, objectives and composition of the Patients and
Consumers Working Party (PCWP)

1. General considerations

The Regulation (EC) No. 726/2004 of the European Parfiament and of the Coundll In particular Article
78 (1), gives additional responsibilty to the European Medicines Agency (EMA), its Management Board
and

comenittees to develop contacts with patients and consumers.

During its 15 Daramhar 200%
interaction bet

foreseeing the
Agency, with I
PRAC)

To meet this n
(formerly know
Consumers’ O

EUROPEAN MEDICINES AGENCY

4 February 2019
EMA/109592/2018, Rev 1
Stakehoiders and Communication Division

Mandate, objectives and composition of the Healthcare
Professionals Working Party (HCPWP)

1. General considerations

The Regulation (EC) No. 726/2004 of the Evropean Parkament and of the Coundll, in particular Articie
78 (1), gives responsibilty to the Evropean Medicines Agency (EMA), its Management Board and its
committees to evelop contacts with hesithcare professionals

During its 15 December 2011 meeting, the EMA Management Board endorsed in & “Framework of
Interaction between the EMA and healthcare professionals * (EMA/688885/2010) foreseeing the creation
of 2 forum of exchange with heaithcare professionals’ organisations within the Agency, with links to
EMA Human Scientific Committees (CAT, CHMP, COMP, HMPC, PDCO and PRAC)

To meet this requirement, the Healthcare Professionais Working Party (HCPWP) was formadly
established a5 the EMA Human Scientific Committees’ Working Party with Healthcare Professionals’
Organisations (HCPWP) in 2013 and re-confirmed in the revised framework for interaction, adopted on
16 December 2016 (EMA/89918/2016).
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Medicines safety: information cards )

Keeping MEDICINES Safe - /

exper[s from

national
authorities

EMA and the European Commission
collaborate to keep about
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5 I’ in the EU market
? What happens to my side effects report? I
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Members voice: sharing practices

9 o PGEU GPUE
Health Ilteracy |n|t|at|ve EPF E::’eﬁ’t” * Cro:penen'Pmrryamulgil;ek(‘e PUnion Euo,n—enne
Forum
é EFA for young patients P A State of Health in the EU: the
__ atient Access Community Pharmacy Contribution
‘ Partnership (PACT) .
Patient
X registries
m \ EU network of patient SETIS . -
s, EDEAT EURORDIS contact point fcl)jr P Online training for MS nurses
on Therapeutic Innovation EUROPEAN - H
Guidance RAREDSEASESELROPE - phi@rmacovigilance Lt S project, MS Nurse Professional
documents
ESN EUROPA UOM
1 1 e The Voice of Men with Prostate Cancer in Europe
acc‘s ---. EUROPEAN SPECIALIST G_UIC!e“_ne on B EFIM ’
- NURsEs ORGANISATION higsimilar for We are here for
Addressing the Challenge and Constraints
of Insulin Sources and Supply n u rses

our fellow patients
Challenges and
Constraints of Insulin
Source & Supply

7 :’w[ttgr use W e Members presenting how they include
f_f raining creimarveare ragulatory sciences in fellowships and

training of young researchers
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Committee members on the working parties




EMA initiative to explain evaluation procedures

From laboratory to patient:

the journey of a centrally
authorised medicine

&
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From laboratory to patient:
the journey of a centrally authorised medicine ,'
1




&

EUROPEAN MEDICINES AGENCY

May the next 3
years be equally
fruitful!




