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A public hearing

provides

» An opportunity for the public to be heard by the PRAC leading
to a more rounded understanding by PRAC of the issue

» An opportunity for stakeholders groups to listen and to be
heard by others

» An opportunity to show a listening and engaged regulatory
system
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Key principles

PRAC can hold Public is invited Any member of the
public hearings to express its views public can apply to
attend as a speaker

or an observer

If the number of requests

In the context of Guided by a pre-defined _
safety referral set of questions is greater than can
procedures (Article 20 reasonably be
of Regulation (EC) accommodated o_nly the
726/2004, Article 31 or most appropriate
107i of Directive applications will be
2001/83/EC) selected based on PRAC
guestions and focus of
the hearing



Public hearings complement EMA’s existing
channels for engaging with patients and
healthcare professionals in the assessment

of medicines, such as written consultations

and participation in EMA expert meetings
during safety reviews
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Aims of a
public hearing

Increase transparency

By opening up the scientific evaluation

Empower citizens

By giving them a voice in the evaluation of
medicines

Engagement

Helps them to understand how regulators work

Adds value

Help us in ensuring safety of medicines
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Key

characteristics

At the start of each referral, PRAC consider need to hold a public
hearing (can also decide later), based on:

1 2 3 4 5

Feasibility in Nature and Therapeutic Potential Level of public
light of extent of effect of impact of interest
urgency of safety concern medicine and regulatory
matter availability of actions

alternatives
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CONDUCTED
IN ENGLISH

If speakers unable to present in English,
EMA can provide translation
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PRAC decision O
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hearing

Based on pre-defined criteria:

>

>

A public hearing is possible within the assessment timelines

A known high risk of neurodevelopmental disorders in children exposed in utero (30-40%)
and ongoing regulatory efforts to reduce this risk

Outcome expected to result in changes to existing RMMs

Input from patients/carers and healthcare professionals will add value to the PRAC
assessment

High level of public interest; seen in previous PhV referral, continued media reporting and
patient organisations expressing concerns



PRAC decision
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Valproate and related substances hearlng

atuati pRm: CMDh | E“mpean
statted i
evaluatmn ﬁnal decision

New review of valproate use in pregnancy and women of
childbearing age

EMA to consider if risks of these medicines require further restrictions of use

The European Medicines Agency (EMA) has started a review looking at the use of
valproate-containing medicines in the treatment of women and girls who are pregnant
or of childbearing age. These medicines are approved nationally in the EU to treat
epilepsy, bipolar disorder and in some countries, migraine, and have been previously
reviewed by the Agency.

= EMA’s Pharmacovigilance Risk Assessment Committee (PRAC) will examine the available

mewd evidence and will consult with relevant stakeholder groups. This will include holding a

measy

ket public hearing about their concerns. While the review is ongoing, patients prescribed

studie

some| valproate who have any concerns about their medication should discuss them with their

the m
measd healthcare professionals.
in its
to rev
action should be recommended to minimise the risks in women who are pregnant or of
childbearing age.

evidence and will consult with relevant stakeholder groups. This will include holding a
public hearing about their concerns. While the review is ongoing, patients prescribed
valproate who have any concerns about their medication should discuss them with their
healthcare professionals.
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ANNOUNCEMENT

Date & time

Summary of issues & specific
questions

Application form
Guidance & video

Announcement on EMA website
& twitter

\J
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1st EMA Public Hearing:
Valproate

To be held during the October PRAC meeting




Susac & LoQ :
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PRAC

PRI AR Question 1
PUBLIC HEARING ON VALPROATE

Summary of safety concerns and What is your view of the risks of taking valproate

List of Questions for the Public Hearing

during pregnancy, including its potential effect on

Valproate and related substances® (valproic acid, sodium valproate, valproate semisodium, -
and valpromide) are medicines that are currently used in Europe for the treatment of th e C h I I d ’)
epilepsy, bipolar disorders and, in some Member States, to prevent migraine attacks. -

For some patients with serious conditions, valproate may be the best or only treatment
option. However, it has long been known that if taken during pregnancy it can affect the
unborn baby and cause certain abnormalities.

-
Following a review in 2013, induding consultation with patients and cther stakeholders, the l I e S l I O n 2
European Medicines Agency (EMA) recommended restrictions o the use of valproate. The
product information was updated and educational materials were developed for healthcare

professionals and patients. These included a guide for prescribers, a patient booklet, an
acknowledgment of risk form and a letter to inform healthcare professionals.

However recent research carried out in France has suggested that these measures have not Wh at are yo ur Vi ews on th e measures curre ntly i n

had the desired effect. The French medicines regulator (ANSM) therefore asked the EMA to
review the current measures and to consider whether further measures are needed to
minimise the risks of valproate in women who are pregnant or of childbearing age.

Tt i g 1 e 2023 a0 E sty et (RAC) ot place to reduce the risks of using valproate during

essential to take inte account the views and experiences of patients, affected families and the
wider EU public. Tt therefore decided to conduct a public hearing.

The public hearing for valproate will be held on 26 September at the EMA offices in London. p reg n an Cy?

The hearing will focus on the questions outlined below. Information about public hearings,
including full details on how this hearing will be conducted and how interested individuals can

participate, is available on EMA’s webpage for public hearings.

After the public hearing, the PRAC will continue its review according to the published

timetable, Once the assessment is finalised, the PRAC will publish  report on the safety of
valproate and related substances which will set out its conclusions and will clearly explain how l I e S I O I I
the information gathered during the public hearing has informed the Committes’s

recommendations.

& Marketed under the trade names: Absenor, Convival Chrono, Conwulex, Delepsine, Depakin, Depakine, Depakate,
Degamag, Depamide, Depraking, Dipiesdl, Dipromal, Epiim, Episenta, Epival, Ergenyl, ESpa-Valpt, Hexaquin, Kentim,

e e e T e What other measures should be taken to reduce the

Tphone 400500 603 v 14 I | . . .
risks of using valproate during pregnancy?

Send a question via our website w2 eUrDp
M-
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Public Hearing Application Form
Valproate - 26 September 2017

Family name® Mationality

o | Imm |
L | L..., |
— | l._.. — |

althmo::mM.MnmmthahtheWm.
Please choose the role in which you would ke to participate at the hearing:

(7 Spester [ person)
Cosarver

Spasuer (by teleconference, excaptiorady, f ravel i not feastie)

o

* Mease wikte your fufl name 35 stated oa your Passpedt/ 1D Caed

Application

in what capacity would you like to attend?
[ resenty car 0 a

A € g oA (

4

P macaics nauery (

Ourem. sty

Wil you aftend the Public Hearing:

[0 A an naweaa

[T On benaif of an organmation, ey

1T yous Rawe Sy GLEABAITy o MOBTY impairment, plq
TOu would reguire:

Will & carer accompany you?
0 -

ves, rame of crer

NOEE TN pru CAOOY MOOKES 1D A U 3 SOPICIEE MPOACITIN v

If you are a carer, please provide the name of the §

The PPOrTanON you Provade under The SeCBoN 3hove wi
The MaragermErt of the TEeDNg a0l or Drovideg tThe

T aaa—

The questions below apply only 1o those requesting |

Public Hearings will be conducted in English. How|
If you reguire interpretation, please indicate Beloy

If you are not selected to speak, would you like to be considersd to attend as
an chserver? Fiease note that the Public Hearng will be broadcast Ive on the EMA website

Yos
1 Ne
If you are applying to speak at the Public Hearing, please outiine what you wish

to say in your oral presantation. nuwﬂmlumnmrwmlmm
(PRAC) can be found

safety
on the
Pioate note Ehare 5 3 maximam of 3000 CAMaCHS.

Ploase indicate the time you need for your oral {max. 10
[

In the case a large number of attendees apply to speak at the Public Hearing, the Agency
will use your oral presentation outine above to select the fnal spe s For more
Information on the Crtens for selection, please read the gudance Zatcmant

The names of all speakers, their afMiation, a recording of the hearing and a summary of the
conciumons of the meetng will be publhed on the EMA webatte.

[T Pease tick the box to confirm that you have read and understood the guldance
for participants, and that if you are selected to attend the meeting you will
respect these guidelines.

Once you have completed this application form, Muunmm’oﬂm
format: First name_Last name_ Valproate and send it to publ

¥ou shoulkd hear from us about your appiication within 2 weels: after the gstration has cosed.
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Guidance for
participants

1. What is
5. How | 29. What are the rules for the A s
EUROPEAN MEDICINES AGENCY A pubiic hasre) hearing hearing? tatety concarms and cutine the Gusstions that s
SCIENCE MEDICINES HIALTH commines, PR e Tocus of the Rasring
the pubiic. Tt 5| Ro— You should:
EMs metiing The Chairperson will hen invie presentations Hom
date. We + follow the Chairpe letructions Surag tpaskars The tpaskert wit e b Esrrad
euanksnes | the maating of the crder in which they wil spesi 38 how oag
Tre fearings o Interesced Uy will At THEE InfSation & 350 Ihows 1
wah & madic + meiEn off your the sganda
giractry witn o Tre aneous| waent
€an incresta B hearing, 1og) Drice B0 (e SpASkErt Mive Made el resanEstion.
uses ang makd wnitd Bs ¢ PREpOCT the viems and cpmices of other the CRDerton mil Lammir s the presentation
riths are ool il give the - 00 axpisin the mext 11898 of the review. If B
the deadbne PRrNES, the Chavpsaan may Mvlle parTOpanS

Those smandin * FRpOMt B us If Byone COALRCES you B0 by 1 [Ichuding cbsarven ) to make stdRicnal point
EMa 313 ane | the hearing Sicseons atoul B presartationt Surng e hearrg

|- - 6. How |
Public hearings e iy - A

- > o ComMpanies and
Guidance for participants You can atng PAICIpNET BACk 15 the MECEPEEN Srad whers ey
By fodioming oy Y ve— + dinapt or hnder the runsning of the hadring an colict their belorgingt and Mlu Lher caties
Pow EMA work] broadcast of bettwe hesving th buling

Wmprove 3 med . P o4 3 LAt computer b the

You et Rl

31. What are the rules for those

Cantrdution i speaking at the hearing?

PRAC decised
el s e |
Ench speakar will Gpaak freim e podium o &

microppeca The 1pasiers thould brefly Btrosuce

contributed to |
under considern

B FBCOAIING O TThe PBBATG =

svalatie o DUl weleae | hemsdhves 30C Say If they Bre represantieg Aty
Drpamaation or group. Thiy 885 nead 1o mantion
2. Who dd{ ¢ DErDUe Boy SeCUTENtE o Ak e By ORSTIA COPBES Of ierat [y My Fave
hearing? Socuments to be cirsiated In connection with the subject of the hearing (we
o Wil ghea VHCTATIGN 15 SpASkErt On what Lhousd
7 s EMas ot G 30. How will the hearing run? ba daciard
Foiding 3 subll
1 you wisn | Speakart ShouM SEp 0 T T Rty Ave Deen
The neaning o sand ut a of PuBiic NBAngs 308 hekd dring the mantty satety ghetn, We will fima S3Ch Spaskar with o visbis timar
Coemmities meetings, Tyfcaty i the sMemoce. The 11 19 PO 55 you Wil kncw how Much B you

on a safety cod

evidance & ball The form s | commisies CRAIME-San wil Cha the heaswng have ef
haaring on d
Detads of the 4 The Chasparson will Bagin the hasdng with opaming 1 the tme given 12 the speaker i BBout 15 and
i be inchuded COMmErtI W will 280 Ghve pEu LOME anaR B0 the soesker hat st Staned conCudIng 1he
Information about the hearing. The main ascesson prasantation, the Chairparsan wil Rk the Spesker

— -
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https://www.youtube.com/watch?v=l5y2Qrlo8mI

Announcement
website &

twitter

EUROPEAN MEDICINES AGENCY TR <o
p Advanced document search |

SCIENCE MEDICINES HEALTH

Home Find medicine Human regulatory Veterinary regulatory Committees Partners & networks About us L o

» Home b News and Events b News and press releases

releases c E - - B
EMA seeks views of public during its safety review
[ Email () Print (@) Help Share

of valproate

ate!

£U Medicines Agenel
e &

Events
What's new
Press release Related content
Committee highlights » Public hearings .I
11/07/2017 » Valproate and related substances \ . :'
Jlerabetticaeac: ¥ Pharmacovigilance Risk \ P | |
EMA seeks views of public during its safety review of valproate | : |
R P 9 ty P Assessment Committee (PRAC) \ -1 Bl E i |I
Medicine evaluation Registration opens for first public hearing Rcioted 4 s / I o II
figures The European Medicines Agency (EMA) is inviting citizens to share their experience with ;‘e ated docume L | With eXDe”. .I
o valproate — a medicine that treats epilepsy, bipolar disorder and migraine - at its very | Summary Of safety concerns and \-"éllpro ] |
Publications first public hearing on 26 September 2017 at the Agency’s offices in London. list of questions for the public ate. I
hearing on Valproate |
(11/07/2017) 1 o Ii
SEM il
|

The public hearing is part of a review by EMA’s Pharmacovigilance Risk Assessment

Press and social media
Committee (PRAC) that looks at the safety of using valproate-containing medicines in - i X
Open consultations women and girls who are pregnant or of childbearing age. There is a risk of [ Public Hearing - Guidance for ——
malformations and neurodevelopmental problems in babies who are exposed to participants (11/07/2017) f . i
valproate in the womb, and the review follows concerns that EU-wide risk minimisation T pPublic hearing application form b
(11/07/2017) \

RSS feeds K == X
measures currently in place do not seem to be sufficiently effective.
"Patients are experts in their condition and we need to listen directly to what they have
Video: public hearings at EMA

to say so their experience can be reflected in our scientific evaluation. This adds to our
already existing initiatives to include patients in our work, such as our Patients' and Pl.l
b ELIc

Consumers’ Working Party,” says Guido Rasi, Executive Director of the European 5
i, RIS

Medicines Agency.
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Wide dissemination to stakeholder groups:

» Relevant patient, healthcare professional organisations and academia
» Affected families and individuals previously in contact with the EMA

» Organisations identified through the NUI

» Twitter and media outreach

» Early Notification System (ENS)

19
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EMA website

E— o |

SBVCE WECTES, | p Advenced document search
Hame Human regulstory  Veberinary regulstory  Committees  News & events  Partners & networks  About us
F Hama b Fing m ine p Human me: a5 b Rafarrais
Human magicines

European public
asz=szme=nt reports

Eatimnit safaty
Bending EC decisions
Withdrawn spelizations
Pasdialrics

Rare dizzzss
designations

Medicines under
evaluation

Medicines for us=
oulside the EU

= Referrals
Aticl= 5{3) opinions

Cembined hormenal

contraceptives
Berindic safety updat=
repart singl=
aszzssments

Fost-authorization
zafety studies

Shortages catalogus

Recommendations on
medicalion srrors

‘Weterinary medicines

HerBal medicines for
human us=

Valproate and related substances

s

EM&'s Pharm = Risk Tt Committes
an this topic on 26 September 2017 =t the Agency's
will bz broadeast live on 25 Ssptamber 2017 2n EMAS |

AC) will hald 2 public hearing
iz=s in Landan. The hearing
=

T view the brosdeast pleass smzurs you mest the YauTubs requirsments 2.

T wiew the vidzs in the highsst quality, dick on the ‘Szttings’ symbal in the right-hand
cormar of the vides player o the YouTute page and s=l=ct 7208 or = figher resshtizn.

Summary of =alely concern= and li=t of questions for the public h=aring on
proate

The application deadline ts take part in the public hearing was 25 August 2017, ZMA wil
write t= =l applicants within two weeks sfter the deadline btz confirm wheths
attend.

Email (henne B va B snaee

Current status:
Under evaluation

Live brosdcast
b 26 September 2017
12:45-18:00 UK time
The PRAC will Bold = pubilic h=sring
7 on iz topic on 26 S=pt=mber

il T2 zieh the rosdoast Shok an
‘Fublic hesring tb.

Neaws:

]
jd
5
I}
=
&
.
i

Me=ting highiiz
Pharmacovigilance Risk
Amsmrsment Committes (PRAC)
-3 Jun= 2017 (08/06/2017)
Me=ting ighlights fram the
Pharmacmviglancs Risk

EUROPEAN MEDICINE

EUROPEAN MEDICINES AGENCY

SCIENCE

Home Find medicine

What we do

Whao we are

European medicines
regulatory metwork

Infaemation
management

Governance Socuments
What we publish
Accemss to documents

b Public hearings
Tranzzarency
Compgeting intar=sts
Anti-fraud stratagy

Handling reparts of
alizged impropristiss

Histary of M
Careers
Procursment
Suppsrt bz res=arch
Cortact

Legal

Abaut this wetisits
Fags

UK's withdrawal from
EU

MEDIC

INES HEALTH

Hurman regulatory inary reg y ©

¥ Home b About Us b How we work b Public hearings
Public hearings

Public hearings are & new tool allowing the European Medicines Agency (EMA) ko
engage with European Union (EU) citizens in the supervision of medicines and
listéen o their views and experiences,

The EW's phammecavigilance legisistion snabies the Pammacevigilance Risk Assessrment

7LAC) to hald publlic hearings during certain safety reviews of medicines.
The ort the committes's decision-making by providing perspectives, knowl=dgs and
|ns|gl’|[s irto the

medicines are us=d.

Public hearing on valproate-containing medicines (updated)

EMA will hold = public hesring on valzroats and related substances on 26 September
2017 =t the Ag=roy's premiz=s in Londan.

The hearing will b= broadeast live on EMA's website from 12:45 to 15:00 UK Gime on
26 September. To wakch the fve broadcast, s=e: PRAC: 25-28 Sept=mber 2017.

For more informaticn, inclutling the summary of safety concerns and list of specific
questions for this public hearing, s== Valprosts and relsted substances.

Key objectives and benefits
Puiblic
medicines and smpzwer
medicines and the management of rsks.

Fizarings ar= sxpeci=d to give EU citizens a voice in the evslustion o the saf=ty
them to sxpress Peir visws on issuss relsted Bo the

Increase

e e Empower EU citizens

by giving them a voice

opening up the
scientific evaluation
process

in the evaluation of the
safety of medicines

E——) o

# Advanced document search

News & events  Partners & networks

Email () Frint § Hep [ Snare

Related content
} Pharmacovigilance Risk
Amsmzsmart Committ=s (SRAC)

Pharmacoviglance

of the
o= Iagizlatizn

b Implemen
pharmacovig

Riferral prozedurss

List=ning to the public’s views on
the zafely of medicines
F4{2016)

Related EU legislation
b Regulation {EC) 725/2004 F
/ByECE

¥ Directive 200

Video: public hearings at EMA

Guidanee for participants

<]
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2

PREPARATION

Review applications
Draw up list of
speakers/observers according
to group & relevance

Allocate time slots
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Applications review:

>» Decide on speakers and observers

>» Ensure appropriate representation across all groups
Numbers attending:

>» ldeally between 12-16 speakers

» 100 observers maximum

>» Depends on level of interest and relevant applications

22
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Criteria for

selection

» Very focused contributions
» Selection based on the relevance to the PRAC questions
» Balanced representation based on:

1 2 3 z.

Content Affiliation Discipline Geographical
distribution

23
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United

8 Kingdom
4 46

The
Netherlands

2
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United
3 2 Kingdom

speaker
requests

25

contributions
selected,
grouped in

1 6 ramilies)

\ir speaker slots 4

an

Pharmaceutical companies
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CONDUCT

Chaired by PRAC chair

Rapporteurs overview

Speakers interventions

Summary & wrap-up

Broadcast live & recorded

\ 2

EUROPEAN MEDICINES AGENCY
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Welcome &
Introduction

28

Hearing duration: from 12:45 to 18:00

Referral overview, Speakers Speakers Wrap-up, summary
public hearing rules  interventions (7 min  interventions (7 min of interventions &
and background per intervention): per intervention): next steps
information on . :
information o - Patients, carers & - Pharmaceutical
Valproate i :
families companies
procedure - Healthcare
Coffee break _
professionals &
Academia
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4

AFTER THE HEARING

Broadcast available online
Public summary to be published

Outcome to be integrated into the
assessment report

Acknowledgement of the value of the
contributions made by the public
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» A milestone in EU medicines regulation
» A major step towards openness and transparency

» Need to make it valuable:

— For the assessment

— For the public

» Measure impact — ‘lessons learned’ exercise in 2017

30
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https://www.youtube.com/watch?v=l5y2Qrlo8mI

EUROPEAN MEDICINES AGENCY

Any guestions?

Further information

Juan.Garcia@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 5555
Send a question via our website www.ema.europa.eu/contact

Follow us on % @EMA_News


mailto:Juan.garcia@ema.europa.eu
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