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EMA’s overall aim — TRUST

INncrease
transparency by
opening up the
scientific evaluation
process

Improve the public’s
understanding of the
scientific and
regulatory process
throughout the
product’s lifecycle
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Empower EU citizens

by giving them a voice

In the evaluation of the
safety of medicines

Add value to the

evaluation process
beyond existing

channels of stakeholder

engagement
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Definition of public hearing

... a forum to which the public is invited to express its views
and concerns on a pre-defined set of questions on issues
related to the safety, whilst also considering the
therapeutic effects of a particular medicine.

... a channel [for the PRAC] to take the public’s views and
concerns into account, particularly once all available data
and evidence have been assessed and options for regulatory
actions and risk management activities will need to be
considered in a wider public health context.
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Key principles

Decision for a public hearing taken on case-by-case basis, in the context
of certain referral procedures (Art. 31 or Art. 107i of Directive 2001/83/EU).

In English only.

Held as part of a PRAC meeting.

Open to all members of the public.

Specific questions.

Public invited to actively participate and also listen to the proceedings.

Marketing authorisation holder(s) invited to present their view.
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Purpose of a public hearing within referrals

To seek public opinion, suggestions and recommendations on the
acceptability of the risks associated with the medicine/class
of medicines concerned, particularly in relation to its
therapeutic effects and therapeutic alternatives
available, as well as on the feasibility and acceptability of
risk management and minimisation activities.

To inform the debate of the PRAC, which continues to have
the sole responsibility for giving its scientific
recommendation on the safety of the medicine concerned.
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When to hold a public hearing?

Public
hearing

Gathering
evidence
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Decision to hold a public hearing

Proposal for a public hearing

eReferral procedures in accordance with Art. 20 of Regulation (EC) 726/2004, Art. 31 or Art.

107i of Directive 2001/83/EC
Proposal to hold a public hearing — can be submitted by any PRAC member

<Content of proposal
ePurpose of the pubic hearing (what is intended to be achieved?)

*Specific questions on which public opinion should be sought
<Any additional information as appropriate

* Who: PRAC

Agreement to hold a public hearing

e Who: PRAC
* By consensus
* Or by majority vote
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Modalities of participation

Participants
can submit
their
contribution
INn writing

Participants
can attend

INn person
to speak
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EMA organisation of a public hearing
Before the hearing

8

Announcement
of the public
hearing

<A summary of the
safety concern

<A list of specific
guestions
eInformation on date,
time and location of

the public hearing
eRegistration
information

eInformation on how to
submit written
contributions
=General ground rules
eContact email address
and phone number
e|Information about live-
broadcast/
webstream

Submitting a
request to speak

Name & Affiliation
(e.g. patient, carer,
physician, etc....)

<Name of the
organisation/group
he or she is
representing if
applicable

Contact information

<outline of the
planned
presentation/interve
ntion, specifically how
it addresses the
questions on which the
PRAC is seeking public
opinion
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Review of
requests to
speak

<All requests will be
reviewed.
<Efforts to
accommodate all
speaking requests
eSpeaking requests may
be declined only if
clearly unrelated to
subject matter of
pubic hearing
-Priority to speakers
representing groups,
organisations or
institutions
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Review of participation reguests

Requester represents
group of patients,
healthcare
professionals,

Outline of academics, etc.

presentations pertains
to subject matter

Request
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Draft agenda

Lists all speakers

Determines time available to
each speaker for intervention

Published in advance of the
public hearing
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Conducting a hearing

'Chair: PRAC chair or vice-chair

.Attendance of the Committee

.Registration

.Opening presentations by Rapp and Co-Rapp

Interventions made one-by-one

Marketing authorisation holders are given opportunity to present their view

Clarification requests from the PRAC

Chair concludes the hearing
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Impact on PRAC opinion

Public hearings
> inform the deliberations of the PRAC

» considered by PRAC when giving recommendation

Assessment report reflects how the outcome of the public
hearing has impacted decision-making.
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Next steps

e Public consultation ends
on 15 Oct 2014

e Review of all comments ]

e Adoption of final rules by
EMA Management Board
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Public consultation
until 15 October 2014

Submit your comments to

public-hearings@ema.europa.eu
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Thank you for your attention.
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