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Talk to us! I ’“
EMA seeks views of women [l
with bipolar disorder o

with experience of using
valproate.

0 EUROPEAN MEDICINES AGENCY #EMAPublicHearing #valproate #BipolarDisorder
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World Hepatitis Day - 28 July 2017 o’

million people live with million people live with
chronic hepatitis B chronic hepatitis C

EMA authorised medicines in the EU:

e Baraclude, Lamivudine Teva,
medicines for R CHw disoproxil Mylan, |
hepatitis B Tenofovir disoproxil Zentiva, /

Vemlidy, Viread, Zeffix

vaccines

e Daklinza, Epclusa, Exviera, Harvoni,
for hepatitis QG[GNERTVal IntronA, Olysio, Pegasys, Pegintron,
hepatitis C Rehe!:n_l, Ribavirin Mylan, Rlbawnn_TEUa, .|
A a nd B P Ribavirin Teva Pharma B.V., Sovaldi,
Victrelis, Viekirax, ViraferonPeg, Zepatier

0 oG s s NCY #WorldHepatitisDay
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Eﬂ}ei‘ﬂ:‘iatient maftters

@ oo veniomes cency #YoungPatients




Patients and health care
_professionals, do you

brofessionals, do you
report side effects?

® rurorean vemoes acecy #SideEffects #patientsafety
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Awareness session

10 scniembey 20117 & Bian & 1 By 7 . .

at EMA

O EUROPEAN MEDICINES AGENCY
SCIENCE MEDICINES HEALTH

P L e by

#AMR #AntibioticResistance
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This positive experience confirms
that giving patients a platform to
tell their story was the right thing
toldor " N , .

Linda McAvan, Member of the European Parliament

-

0tLJ]{O\“MNJ\.‘HU\UNF\. AGENCY #EMAPublchea ring #valproate o EUROPEAN MEDICINES AGENCY #EMAPU b”CHea ring #Valproate

It was a great opportunity to share
experiences and ideas with PRAC
on how pharmacists could play an
increased role in raising awareness
about the risks of valproate.

Jirate Svarcaite, PGEU

0 EURCHE AR AR A #EMAPublicHearing #valproate 0 A NS AR #EMAPublicHearing #valproate




The first 12 months

The European Medicines Agency (EMA) developed it= PRIority
PRIME

OS2 S Niiis

Addressing patients’ needs 20 requests granted
(by type of medicine)

» PRIME aims to bring promising medicines that meet regulatory 17 pdvences therapies
raquirements to patients earlier by optimising and supporting {of which 8 orphan medicines)
their development. T

» The scheme focuses on medicines that address an unmet 2 (ot vhin T o
medical need and that have the patential to bring a major 5 ical medici
therapeutic advantage to patients. lM wh\d* E mvhaﬂ medicines)
vaccine
» With PRIME, EMA translates scientific advances into the 1
velopment of medicines that can make a real difference to
patients’ lives. ‘

- madicines targats 3 dissasa
1 n 3 for which no treatment exists

96 requests processed PRIME medicines
(between April 2016 and April 2017) (by therapeutic area)
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[' 92 0y, success rate

1requesls denied

(multiple reasons in some cases)

Psychiatry

o EUROPEAN MEDICINES AGENCY R‘ B E\\ h

How early access to medicines has
helped patients from 2006 to 2016

[_ hat it is

W Targe: dabiliating or ife-threatening
24 Gonons
 an EU early secess raute for medicnes
Are orphan medicines
* for medicnes that fulfl an unmet medicalneed
* anly grartad If the beneft of immedists Address e sasons ke
avallabilty for patients Is grester than the to 8 publi heatth
iak of less comerenensive Sata then

o
normaly required
» vaiid for a year; can be ranewed snnualty

»comprshendve daa s genrtes By therapeutic area

post-2uthoriation, ta sgraed tmelines

Scope includes . 17 oretsr e Q irectous dseses
| medicnes t target serolsly debazating or

Ife-threatening disesses

Tatee e Aok e hast v g femer ]
emergency situations (e.g. »
» medicines to treat rare disssses

107 post-a uthorl sation obligations
(of these, 57 obligations were fulfilled before June 2016)
categories of specific sbligations imposed to companies How timely was the submission of specific obligation resuits?
Final results from clinical studiss. 33 e date +/- 1 month
or pool of studies.
Interim resuls of e triat Earty (16 month)
Adsitional analysis Earty (6-12 months)
uasty data >1 year earty
Other massures Late (1-6 months)
Late (6-12 months)
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Commercial rasons

EUROPEAN MEDICINES AGENCY » The cut-off date for data collection is June 2016




EUROPEAN

'WORK TOGETHER TO FIGHT ANTIBIOTIC RESISTANCE

: s anniversary of
URN DATA NTO EVIDENCE i : > Cllnlcal data DUbllcatlon

FC? RATIONAL POLICYI

ur infoxmmation fosds it the Europssn Commission's acis alan
tackie antbiotic rsistancs i Eurcpe and s He woikd.

‘Our won b heoed to confim:

medicines relating to Al
authonsation of new madicnes for human use e ragUaor Gtad e,

¥ Hurdreds of clinical reports submitted by pharmaceutical companias have already
b puibdished 7 5, marketing authorisation sppiications 2 970
¥ Clinieal data wa Initiative and, worldwida, 444 including & withdrawn applications - 7 documents

EMA s the first regulatory authority to provide such broad acoess to dinical data 18 natenstomaend e cinical {3 1| jo

+ In October 2016, EMA started to publish clinical reports underpinning the market 5 0

of a markated madicing 1 pages
) (D
» Clinical raparts ane publishad on a dedicated websits (clinkaldata.sma.surcpa.au) for: 3 . 64 1 registered 2 2 2 1 64 e =

« all marketing-authorsation apphcatsons submitted to the Agency as of 1 January

2018 Fa 7
- ol spphoabons submitted to extend the soting chincal indication of a resdane Q (‘f._.{i\ % 8 0 ] 53 7 dewnloads <

asof 1 July 2015
¥ the reports are published once authorisation is granted by the Eurcpean Comemission
¥ reports supporting applications that are withdrawn

¥ Data are:

afits? /| = 62 %

Who
2 ‘ in an understandable format
; \ R / 0,
b Patients bl 60/0 - / 87%
Rattar madicnas, pratastion frem urnassssary triate
* Academi vl rch
e kLno‘::s.lpe ¥ + Publishing clinical data helps:
¥ Pharma industry, inluding small and medium-sized enterprises g M G bulld trust amnd CorTidance i e SaeiinG
Cuuality research & development and moovation
¥ Healthcare professionals
Bulter practee of medrires ressarchers 1o re-assess the dinical data -

= maning riapandsn we an

and decision-making processes +
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2 YouTube™ Search C

Christoph Thalheim

European Multiple Sclerosis Platform

v L

Engaging with patients

o emainfo
Subscribe XS 3
KN sitecr Li 640 views

4 addto b Share  wss More ke Po
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For discussion

Have you shared or used any of these materials?
What is the biggest obstacle for you/your organisation to share/use this?

Your feedback matters to us — how can we best collect it?

10 Presentation title (to edit, click Insert > Header & Footer)
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Any guestions?

Further information

[Insert relevant information sources or contact details as applicable.]

European Medicines Agency
30 Churchill Place = Canary Wharf « London E14 5EU < United Kingdom

Telephone +44 (0)20 3660 6000 Facsimile +44 (0)20 3660 5555
Send a question via our website www.ema.europa.eu/contact

Follow us on % @EMA_News



	Shareable communications content
	Slide Number 2
	Slide Number 3
	Slide Number 4
	Slide Number 5
	Slide Number 6
	Slide Number 7
	Slide Number 8
	Slide Number 9
	Slide Number 10
	For discussion
	Slide Number 12

