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

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

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

v" First meeting of the working party in June

and election of Gonzalo Calvo as co-chair

EMA
secretariat

EMA Management Board

v" Nomination of observers to PCWP,

CMDh EMA network of European Healthcare
ENCePP and EnprEMA Professional Organisations

(fulfilling eligibility criteria)
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Achievements in 2013

e Maintenance and expansion of the
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
organisations completed.

e Use of the network of HCPOs as a
valuable source of independent
expertise
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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
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®m Number of SAGs/Ad Hoc expert
group meetings for which
healthcare professional
organisations were contacted
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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




FUROPEAN M F.I')-I(",I NES AGENCY

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)

= Review of safety communications and DHPCs

. 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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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



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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Implementation of new legislation
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The European Union (EU) has introduced a new way of identifying
medicines that are being monitored particularly closely.
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together with a short sentence that reads:
W "This medicinal product is subject to additional monitoring.”

Al medicines are carefully monitored after they are placed on the EU market. However,
madicines with the black triangle are being menitorad evan mora closaly than others.

. Feedback on initial communication following publication of first list of medicines L e i i A W o i
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under additional monitoring in April 2013
¥ou should report any suspected side effects with a medicine you are taking, particulary
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¥ou can report side effects to your doctor, pharmacist or nurse.
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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,
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anagrelide, crizotinib, der b, ipili trabectedine, aflibercept, vemurafenib,
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Input into EMA transparency initiatives

 February 2013

Clinical trials advisory groups

&n agency of the European Urscn

EUROPEAN MEDICINES AGENCY -

SCIENCE MEDICINES HE H
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Publication and access to clinical-trial data: an
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The European Medicines Agency is developing a policy on the proactive publication of Related information
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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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28/02/13 — Medication Errors

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

and market-research programmes (MSPs)
26/09/13 — Patient’ s voice in the evaluation of medicines

14/10/13 — Product shortages due to manufacturing and

quality problems

17/10/13 — Clinical investigation of new medicines

for the treatment of multiple sclerosis
31/10/13 — Biosimilars

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

antibiotics to patients and combat the resistance problem

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

advice in drug development

INES AGENCY

Healthcare Professionals
and Patients

Minimising harm through
‘education’

Medication Errors Workshop
Implementation of preventive measures

Best-practice communication
for healthcare professionals
and patients

Angeles Alonso-Garcia
European Society of Cardiology

@

A reflection by patients, consumers &
healthcare professionals in Europe

+ Patients’, consumers’ and healthcare professionals’
organisations are adopting a common position
« Draft presented at the PCWP/HCPWP, EMA, 25/09/2013

+ Drafting group:

~ Frangoise Charnay-Sonnek « g
* Roberto Frontini & Richard «  eu

Price

* David Haerry
* DrCarla Hollak

« Frangois Houjez
+ Sascha Marschang
= lurate Svarcaite

stovsene
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t Nurses Organisations (ESNO P
ion of Hospital Pharmacists Carpesn atercs agency, Lmsen, inted Figder

*  European Alds Treatment Group (EATG)

ic Medical Centre, Amsterdam (AMC)

of Rare Diseases (Eusoans
blic Health Allance (EPHA)

ical Group of the European Unian

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

Andrzej Rys
DG Health and Consumers
AMR Workshag European Commission

The European AR siateay

Andrze) Rys. European Commission
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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

11
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Unlike the pasdisiric csss (regulation (EC) No 1901/2008}, thare is no spacific legal requirement

Monitor

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

for th of medicines for i Yet EM.
pharmaceutics| development of medicines to take into considerstion that:

need for the

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

assistance of caregivess than the oversll

. renal impairment or itered
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Article Title

European Medicines Agency starts safety review of Combined hormonal contraceptives
European Medicines Agency starts safety review of Diane 35 and its generics

EMA Consultation: Concept paper on the need for revision of the guideline on the evaluation of
medicinal products for the treatment of primary osteoporosis

EMEA:Give your opinion concerning a draft reflection paper on risk based quality management in
clinical trials

The EU Clinical Trials Register is launched today

La derniére mise en garde de TEMEA

7 Warning of EMEA: Avastin use in metastatic breast cancer
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Raising awareness
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Working with
healthcare
professionals

An agency of the European Union
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Participation in conferences organised by HCPOs

3
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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

R . |

Pharmacovigilance in Europe: where N MEDICINES AGENCY

are we and how can we improve?

UEG symposium, Berlin, 14 October 2013

Prasented by: Isabelle Moulon
Head of patients and healthcare professionals

Role of regulators in providing information to healthcare
professionals

Juan Garcia Burgos
Stakeholders and Communication
European Medicines Agency
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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

= 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

14
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