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General considerations

 Conflicts of interests situations are a general phenomenon, not
restricted to

— Healthcare sector
— Regulators
e Impact can be high
— Raise doubts on the robustness of the decision-making
— Loss of trust by society
— Reputational damage
e Need for
— Robust system to manage conflicts of interests
— Utmost transparency to allow public scrutiny
— Best expertise to deliver high-quality outputs
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Conflicts of interests @ EMA

e EMA legislative framework aims to protect the scientific decision-
making from undue financial or other interests

e Since 1995 EMA is committed to achieve this objective

— Continuous monitoring of conflicts of interests

— Several initiatives to enhance the robustness of its process and to increase
transparency

— Quality assurance is being built into the process
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Review of the
operation of the EMA
policy on conflicts of

interests

Review of the
balance between
conflicts of
interests and
availability of
scientific
expertise

Ex-post control
on declarations
of interests of
experts provides
reassurance on
the robustness
of the policy

Breach-of-trust
procedures
developed for

scientific-committee

49quwe1daS
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EMA's Management
Board (MB) adopts
initial guidance for
experts setting out
responsibilities with
regard to declaring
direct and indirect
interests

MB adopts EMA's

Code of Conduct,
which includes an
agreement that
experts should
update their
declaration of
interests (Dol)
annually

Policy for handling
Col for scientific-
committee
members and
experts comes

members/experts into force
(adopted by MB in
March 2004)
EMA strengthens Revised policy on

policy on handling of handling of conflicts of
conflicts of interests interests of scientific-

following first committee members and

experience with its experts comes into force

operation Online publication of (adopted by MB in 2010)

declarations of
interests of all experts
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Where are we now?

e Robustness v
e Transparency v
e Quality assurance has started

e Right balance between conflicts of interests and best expertise?
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Best expertise vs. conflicts of interests (1/3)

2012 restricted involvement of experts

Number of experts on EMA Number of experts excluded
website (all risk levels) from full involvement?!

3,432 868 (these are experts with risk
levels 2 and 3)

1 Depends on the agenda topics; for “affected” agenda topics the level of restriction can vary
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Best expertise vs. conflicts of interests (2/3)

2013 experience: example in the field of human medicines

Referral Experts with Experts not
procedures (ad- invited due to
hoc expert group conflicts of
meetings) interests

8 172 71 91 192

Experts contacted | Experts attending restricted
participation

1 Out of total attending (71)

2 Qut of total not attending (101)

6 EMA public workshop - Best expertise vs Col: Striking the right balance
OB



&

FUROPEAN M F_.I“;I(",I NES AGENCY

Best expertise vs. conflicts of interests (3/3)

2013 experience: example in the field of veterinary medicines

Experts not
invited due to
conflicts of
interests

8 94 41 61 102

Experts with

Experts groups Experts contacted | Experts attending restricted
participation

1 Out of total attending (41)

2 Qut of total not attending (53)
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Right balance between conflicts of interests
and best expertise?

e Experience shows room for improvement

e Other consideration: how to better identify the best expertise within
the EU?

e Aim of today’s workshop is to find solutions, hence contributing to

— A more robust scientific review process

— Increased trust of patients, healthcare professionals and the general public
e Therefore, what we don’t want

— Poor quality of expertise

— Lower standards of conflicts of interests

— Decline in trust
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