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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
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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

PRAC considers need to hold a public hearing 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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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
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ANNOUNCEMENT

Date & time

Summary of issues & specific
questions

Application form
Guidance & video

Announcement on EMA website
& twitter
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PRAC

e R S Q ue St Tela 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 preanancy it can affect the
unborn baby and cause certain abnormalities.

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

professienals 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 ut 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.

i e i b i rch 2017 ond EHA' sty commite (FEAC) et s place to reduce the risks of using valproate during

essential to take into account the views and experiences of patients, affected families and the
wider EU public. It 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 a 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 Committee’s

recommendations.

+ Marketed under the trade names: Absenor, Convival Chrono, Convulex, Delepsine, Depakin, Depakine, Depakote,
Depamag, Depamide, Deprakine, Dipiesdl, Dipromal, Epiim, Episenta, Epival, Ergenyl, Espa-Valept, Hexaguin, Kentim,

e What other measures should be taken to reduce the

T 164 (730 600 6000 Facebe : R - | . . .
risks of using valproate during pregnancy?

Send a question via our website wivw. £, £urD]
EMay.
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Application

EUROPEAN

Public Hearing Application Form
Valproate - 26 September 2017

Family name® Mationality

o | Imm |
L | L..., |
— | l._.. — |

2l the questions on this form, mnmmth-wmmwamm
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

E=rE=
13

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

17 yous Rave Sy GLEABAITy o MOBITY impairment, pid
TOu would reguire:

Will & carer accompany you?
0 -

ves, rame of crer

NOEE T pr CAOOY MOOKES T A U8 3 SOPACIEE AOOACItEN R

If you are a carer, please provide the namae of the |

The PforTanon you provede under The SecBons above wi
The TMaragErmEt of the TEeDNg 343 O Drovideg The

The questions below apply only 1o those requesting |

Public Hearings will be conducted in English. How
presentation from an
If you reguire interpretation, please indicate beioy

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
O v

1 Ne

If you are applying to speak at the Public Hearing, please outiine what you wish
ta say In your oral presantation. “HWIUM.MIW*IWN
(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 presertation outine above to select the final speakers. For more
Information on the criteria for selection, please read the gusdance for sartcinants

The names of all speakers, their afMiiation, a recording of the hearing and a summary of the
conclusions of the meetng will be publshed on the EMA website.

[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 complsted this application form, please save It using the foliowing
format: First name_Last name_ Vaiproate 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
Irvsitvad cientfc evaluation wil et ot the
EUROPEAN MEDICINES AGENCY Pp——— hearing hearing? tatety concarms and sutine the gubstiens tat
SCIENCE MEDICINES HIALTH o 3l e e
the public. Tt 5 W will anad You should:
EMA weting The Chadparson will than vl presentations Som
date. We wil + follow the MEtrCTonE Suniag toeskart. Tha toadkert witl idve Dean Fformred
eqaniines | el bt g of the crder 0 which they wil Spnsh 2n? how g
Inteested A ey =l Aot T WAMMon S 380 thown 1
+ witch off your tha sgenda
r—— fop— p—
o Incraste B hearing, og Orca 80 the LHASAErS Rive Made TRk Presa AESTI0n,
wtad and makd L o ¢ FRLpact the views and opeond of other the CRArperson will LaMimarEe (he presentithing
riihl are S0P il give thay Phaaary and axplain the reat s of the Meveeem L]
the deadbng ParEL. the Chawierion may vile partopant
Thota aftendey + reaport 10 o If Meyone CONERCES you B0 ry o [WChuding cbsarvert) to make sdditonal points
- - EMA s and | 6. How | s Tha hasring Sitcuteion atoul B presantationt Surng Bhe hearrg
Public hearings e e
Companees and You should not: Whan the public hearing ends e wil wad a0
Guidance for participants Vou tan st PAAICIBANES BACk 10 the receptEn Mrea whee ey
By folloming sy an cbaerver, ¢ @t or hnder the runneg e g tan colect thelr telkngingt 37d retur ther paties
P EMA mori benadcast of belore iasving the bubding
nprove & med . g or & tabist computer to tha
Yous st 8|

Contribution
PRACE decisied
il $zrm hrm |
contributed to |
under considern

2. Who dd
hearing?

T i EMAS catg
Peiding 3 pubil

T o wiihy

5 FBCOAIING of The PeBrTG =
avaintie 60 Sur websan)

+ dmtriuas soy documaents or ask for
GoCuments to be Cirtutated

30. How will

he hearing run?

Pubiic haarings are held during the manthy satety

31. What are the rules for those
speaking at the hearing?

Each speaker will Spesk from [he padium a0 3
micrtgreca The Lpasaers thewid triefly erosute
themssives 3nd say If they ars representing any
DAGBTRMTEN o group. Thiy 450 Nead 10 Manton
By potensl corsets of iarest ey may Pave
In connection mith the subject of the hearing (we
Wil ghva IGTATION 16 Spadkart N what §hould
be dsc

o

Speakart ShouM MNP 10 T LI TPy T D0er
Ghetr. We mil IMe 6Ch Spalker wih 3 vikbie Umer

Tha iaaing o e ut 3 0
o0 2 satety cod COmMIties Meatings, Tpcaty i the sfarmoce. The 10 108 100 50 you wil know how Teach EFe you
evidance & ball The form & | commieies CRAIMpE-aan wil Car the Nasng have ef

haaring on 4

Detsis of the d
il be cluded

The Chasparion wil bagin tha hasdag wih openng
comemere: e will 2is3 e you tome ganeral
Information about the hearing. The main stcesson

1f the tme given £ (e Spasker & Bbout 15 and
B0 the Epesker Mz ROt STAMSd CORCAAING The
prasantation, the Chawperian wil sk the spedker
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https://www.youtube.com/watch?v=l5y2Qrlo8mI

D | ssem | N atl on EUROPEAN MEDICINES AGENCY

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)

16
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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

18
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Criteria for

selection

» Selection based on the relevance to the PRAC questions

» Balanced representation based on:

1 2 3 z.

Content Affiliation Discipline Geographical
distribution

19
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United

8 Kingdom
4 46

The
Netherlands

2

20
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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

21
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United

The
Netherlands B

United
States

S
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3

CONDUCT

Chaired by PRAC chair

Broadcast live & recorded
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Welcome &
Introduction

24

Hearing duration: from 12:45 to 18:00

Referral overview Speakers Speakers Wrap-up, summary
and background interventions interventions of interventions &
information on (7 min each): (7 min each): next steps
Valproate - Patients, carers & - Pharmaceutical
procedure i :
families companies
Coffee break - Heal'thcare
professionals &
Academia
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4

AFTER THE HEARING

Broadcast and Public summary
published

Outcome will 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
» ‘Lessons learned’ exercise to be carried out
Initial feedback very positive :

— Well conducted with optimal timing

— Relevant and valuable contributions

— Better understanding of issues and options

— Lessons learnt report to be presented and published

26
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https://www.youtube.com/watch?v=l5y2Qrlo8mI
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Any guestions?

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 %9 @EMA_ News

x
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