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Framework for interaction between the EMA
and healthcare professionals
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Achievements in 2013

e Establishment of the EMA Healthcare Professionals Working Party (HCPWP)
v" Mandate and rules of procedure discussed and endorsed February-May
v' Executive Director’s Decision on 31 May 2013

v' Appointment of organisations’ and committees’ representatives

PRAC

Phammacovigilanc

v Appointment of Isabelle Moulon as the EMA co-chair
PDCO

Paediatric
‘Committes

v" First meeting of the working party in June

and election of Gonzalo Calvo as co-chair

EMA
secretariat
EMA Management Board

- EMA network of European Healthcare Other observers
ENCePP and EnprEMA for i o Professional Organisations

(fulfilling eligibility criteria)

v" Nomination of observers to PCWP,
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Achievements in 2013

XN ESMD ESN e
 Maintenance and expansion of the 5 eahp"ef-'»- £SO

eal
Network of European healthcare
professional organisations (HCPOs)

v 6 new eligible organisations joined;

v’ 26 eligible organisations by the end of

2013;
v" Financial re-evaluation for 20 eligible 550 - 230
organisations completed. 200 - 2012 2013 |
150 -
100 -
 Use of the network of HCPOs as a 0
valuable source of independent 0 -
Eligible HCPOs New experts Cases of
expert|se interaction
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http://www.uroweb.org/
http://www.cpme.eu/
http://www.eahp.eu/
http://www.efim.org/
http://www.ese-hormones.org/
http://www.esmo.org/home.html
http://www.esno.org/index.php
http://www.eso-stroke.org/
http://www.esno.org/index.php
http://www.eacpt.org/
http://www.myesr.org/cms/website.php?id=/en/index.htm
http://www.european-renal-best-practice.org/
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Participation in SAG/Ad-hoc expert group meetings

60

®m Number of SAGs/Ad Hoc expert
group meetings for which
healthcare professional
organisations were contacted

50

40

® Number of SAG/Ad Hoc meetings

30 for which experts attended

20

m Number of experts attending

10 SAG/Ad Hoc meetings

2011 2012 2013

v" Clinical expertise in specific conditions (e.g.): Duchene’s muscular dystrophy; severe primary insulin-like-growth-factor-1
deficiency; transfusion-dependent anaemia due to low- or intermediate-1-risk myelodysplastic syndromes; multidrug-

resistant tuberculosis; sepsis; cognitive impairment no dementia

v Input from diabetologists; cardiologists; infecciologists; haematologists; oncologists; neurologists; endocrinologists;

gynaecologists; rheumatologists; hepatologists; nephrologists; vascular surgeons; intensivists
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Interaction throughout the year

e Scientific Advice — involvement of nephrologists in two Qualification Teams for

biomarkers to be used in polycystic kidney disease and drug-induced kidney injury

= Product-specific written consultations associated with potential medication errors

. Expertise in psychiatry and oncology (including specialists; nurse and pharmacist specialised in oncology;

and experts in medication errors)

H H H Example of input reflected in a Example of input reflected in a
e Review of safety communications and DHPCs > . - P . -
Public Health Communication Public Health Communication
following comments from following comments from

General Practitioner and nephrologist
Community Pharmacist

. 19 DHPCs with feedback/comments

- 27 safety communications with feedback/comments

. 20 reviewers (15 physicians, including a general practitioner; 2 nurses; 3 pharmacists)
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http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2013/01/news_detail_001694.jsp&mid=WC0b01ac058004d5c1
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2013/01/news_detail_001694.jsp&mid=WC0b01ac058004d5c1
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2013/01/news_detail_001694.jsp&mid=WC0b01ac058004d5c1
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2013/01/news_detail_001694.jsp&mid=WC0b01ac058004d5c1
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2013/01/news_detail_001694.jsp&mid=WC0b01ac058004d5c1
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2013/06/news_detail_001833.jsp&mid=WC0b01ac058004d5c1
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2013/06/news_detail_001833.jsp&mid=WC0b01ac058004d5c1
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2013/06/news_detail_001833.jsp&mid=WC0b01ac058004d5c1
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2013/06/news_detail_001833.jsp&mid=WC0b01ac058004d5c1
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One concrete example — combined hormonal
contraceptives

e Start of referral — February
e Ad hoc expert group meeting — July

= Consultation on best presentation of risk in the proposed changes of Section 4.4 of the

SmPC and on the proposed table for inclusion in DHPC — October
e Consultation on the draft DHPC - October

« Review of draft public health communication - November

Benefits of combined hormonal contraceptives (CHCs)
continue to outweigh risks — CHMP endorses PRAC
recommendation
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http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2013/11/news_detail_001969.jsp&mid=WC0b01ac058004d5c1
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2013/11/news_detail_001969.jsp&mid=WC0b01ac058004d5c1
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2013/11/news_detail_001969.jsp&mid=WC0b01ac058004d5c1
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2013/11/news_detail_001969.jsp&mid=WC0b01ac058004d5c1
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2013/11/news_detail_001969.jsp&mid=WC0b01ac058004d5c1
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2013/11/news_detail_001969.jsp&mid=WC0b01ac058004d5c1
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 Falsified medicines

. Joint PCWP/HCPWP discussion in February 2013 strengthening the importance of

both on the purpose of the common logo as well as how legally operating sites u:

and kept trust worthy H black triangle v

The European Union (EU) has introduced a new way of identifying
medicines that are being monitored particularly closely.

 Pharmacovigilance ¥ e

All medicines are carefully monitored after they are placed on the EU market. Howsver,
medicines with the biack triangle are being manitored aven more ciosely than others.

je displayed in their package leaflet,

inal product is subject to additional monitoring.”

This is generally because there is less information available about them compared with

. Feedback on initial communication following publication of first list of medicines sk meding, o Sxarmple bcaue hey 33 e o tha mart

It Soes ot mean that the medicine is unsafe,

under additional monitoring in April 2013 R i S R R T T

if it displays the black triangle.

Vou can report side effects to yo

You can also report side effec ulator, using the
und in the

. Presentations from EUGMS, CPME, and PGEU at 7t" Stakeholders Forum in Septeli A I e Ml o e i o i s

By reporting side effects, you can help medicines regulators assess whether the benefits
of a medicine remain greater than its. risks

- input from doctors and pharmacists on the impact of the legislation in clinical p*

. Survey on additional monitoring awareness campaign in October 2013
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4. New European system for medicines under additional monitorin
v Mext anticancer medicines and biologics subject to additional monitoring in the

EU are: brentuximab vedotin, ofatumumab, nelarabine, bosutinib, vandetanib,
decitabine, clofarabine, eribuline mesylate, axitinib, ruxolitinib, cabazitaxel,
pertuzumab, pixantrone, tegafur/gimeracil/oteracil, lapatinib, panitumumab, everolimus,
8 anagrelide, crizotinib, denosumab, ipilimumab, trabectedine, aflibercept, vemurafenib,




Input iInto EMA transparency initiatives

February 2013

Clinical trials advisory groups

&n agency of the European Unson
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Home  Find medicine  Regulatory Document search  Hews & events  Partners & networks  About us Cuick Inks [+

ical-trial data b Cevalopment process

¥ Home b Special Topics b Releas

Desease areas
[— el Publication and access to clinical-trial data: an
data Inclusive development process

SuEUEON B picRss The European Medicines Agency is developing a pelicy on the proactive publication of
Cocurments from clinical-trial data. From the beginning of this process, the Agency has taken a considered
advisory groups oo approach ing a dratt pokoy b '] ing the vicws and concemns
dinical-trisl dats broanght forward by a broad range of stakeholders and Furopean bodees,
Antimicrobal resistance The process started off with a w. daza trae ¥ on 22 November

2012 10 dscuss the prachcsl and pobcy nsues that Aeeded to be addressed before the Agency

Safuty maritaring of «can begn to relesss these complex data sets.
medenes

The workshap gathered the views, interests and concems of a range of nstitutions, grougs and
Medicnes for chidren Inddwiduals with an interest in the issue, to help the Agency defne how it should provide access to
chirscal-trizl data n a manner that satisfies the needs of its stakeholders.

Chrical trials
Folowng the event, the Agency issued a cal for nominations ta jain advisary groups ta form it

Mediones for rare. on five topics.

deseases

More than 200 people fram all stakehalder groups apphed to partcpate i one or more of the five
sty and Al 2013, with meetings aking place vis

advizory giovps. The giougs met betwsen &

Advanced theraphs
teleconference.

Falsfied medicines -

Medicnes for clder bershps per affilation category
The final sdvice from each groug, as wel as comments from the partcipants, is avalable under
Sigor setal o

docurmants fro

Genenc medianes
Fengimisr medini Advisory groups

The five athvissry groupe sddssed the folowing topics:
Medicnes and emergng
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September 2013

Cols workshop

e

EUROPEAN ME
SCIENCE K

Best expertise vs conflicts of
interests: Striking the right
balance

Workshop report

Report from the public workshop hosted by the European
Medicines Agency in London on 6 September 2013
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Healthcare Professionals
and Patients

) A Medication-errors workshop
e 28/02/13 — Medication Errors o G
' ‘edgucalion‘ i

Medication Errors Workshop
Implementation of preventive measures

e 07/06/13 — Patient-support programmes (PSPs)

Best-practice communication
for healthcare professionals
and patients

and market-research programmes (MSPs)

Angeles Alonso-Garcia
European Society of Cardiology

. 26/09/13 — Patient’s voice in the evaluation of medicines ®

. A reflection b tients, &
e 14/10/13 — Product shortages due to manufacturing and her:nﬁg;enprzfﬁzs'ﬁ?n;;;";tﬁf

+ Patients’, consumers’ and healthcare professionals’
organisations are adopting a common position

q Ual Ity p rOblemS + Draft presented at the PCWP/HCPWP, EMA, 25/09/2013

+ Drafting group:

+ Frangoise Charnay-Sonnek + Eus

* Roberto Frontini & Richard «  Eu
. . . . . .- . Price

* 17/10/13 — Clinical investigation of new medicines - Doty

+ Frangois Houjez

+ Sascha Marschang

for the treatment of multiple sclerosis C e e

rses Organisations (ESNO)
f Hospital Pharmacists

Nt Group (EATG)
re, Amsterdam (AMC

. 31/10/13 — Biosimilars

* 08/11/13 — Best use of medicines legislation to bring new © o

=]

Best use of medicines
legislation to bring new
antibiotics to patients and
combat the resistance
problem

antibiotics to patients and combat the resistance problem

e 26/11/13 — EMA/HTA-body workshop on parallel scientific

Andrzej Rys

advice in drug development D iaithi arid Conoumers

European Commission
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http://ec.europa.eu/enterprise/sectors/healthcare/files/docs/biosimilars_report_en.pdf
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Systematic dissemination of information
produced by EMA

= 83 draft guidelines, concept papers, herbal monographs disseminated

e Comments on draft guidelines/ concept papers from HCPOs

- April - Concept paper on the need for a reflection paper on quality aspects of medicines for older people (EUGMS)

- August - Draft qualification opinion of a novel data-driven model of disease progression and trial evaluation in mild and moderate
Alzheimer’s disease (EUGMS)

- October - Concept paper on the need to revise condition—specific guidance, appendix 4 to the guideline on the evaluation of

anticancer medicinal products in man (ESMO)

e 46 safety communications, shortages, batch recalls disseminated

» Increased feedback from HCPOs on further dissemination of EMA information among

their networks
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EMA seeks views on needs of the elderly in medicines quality and
development

The European Medicines Agency [EMA} is seeking stakeholder views on the best ways to
ensure the specific needs of the elderly are integrated during the development, approval and

e a h p use of medicines, aspacially in relation to quality issues

Unlike the pasdistric case (regulation (EC) No 1901/2008), there is no spacific legsl requirement
Monitor for the of medidines for i Yet EMA a need for the
pharmaceutics] development of medicines to take into considerstion that:

- elderly patients may face physical and eognitive impairment and henes they may have
difficulties in taking their medicines e.9. swallowing tablets, opening packagings or reading
the user instruction and patient information leafiet;

sssistance of caregivers than the overall

. renal impairment or itered
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Raising awareness

e Participation in

O

EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

Pharmacovigilance in Europe: where
are we and how can we improve?

Working with

UEG symposium, Berlin, 14 October 2013

healthcare
professionals

Prasented by: Isabelle Moulon
Head of patients and healthcare professionals

conferences organised by HCPOs

EUROPEAN M

SCIENCE

INES AGENCY

MEDICINES HEALTH

Sharing Our Vision?
A view from the European Medicines Agency

PGEU Symposium, 27 June 2013, Rome

Presented by: Guide Rasi
Executive Director - European Medicines Agency

EUROPEAN M [;ICINE.S AGENCY

SCIENCE M ICINES HEALTH

An agency of the European Union m
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Role of regulators in providing information to healthcare
professionals

Juan Garcia Burgos
Stakeholders and Communication
Eurapean Medicines Agency

25 Feb 2014
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The challenges Focus for next years

e Optimising the use of limited e Assess current practices and
resources in the organisations identify room for improvement

e Responding within short e Continue to increase
timelines transparency on the

e Finding suitable and available involvement of HCPOs in the
experts Agency’s activities

- Handling conflicts of interest = Explore ways to further

recognise individual experts

involved in EMA activities
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ALL POSSIBLE
BECAUSE OF YOU
AND WITH YOU!

THANK YOU!
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