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Objectives of the meeting

e To provide an annual opportunity for EMA to engage individual industry stakeholder associations in
dialogue on key areas of mutual interest, to share information, exchange views and enhance the
EMA understanding of the needs and expectations of its stakeholders.

Topics addressed at the meeting

Support for medicines development and market access

e EMA provided an update on recent experience with EMA’s “PRIME” initiative which was launched
earlier this year. It was noted that a stakeholder meeting on PRIME will be organised by EMA in Q1
2017 once one year of experience has been gained with the scheme.

e The recently published report from the Adaptive Pathways pilot was discussed. It was noted that a

multi-stakeholders workshop on Adaptive Pathways will be held at EMA on the 8" December 2016
to discuss the learnings from the pilot and next steps. Discussions around the various development
support mechanisms and regulatory tools for EMA early access to medicines took place with

reference to the published overview of “Development support and regulatory tools for early access
to medicines (EMA/531801/2015)”.

¢ In the context of the ongoing EC review into the experience with Orphan and Paediatric incentives
for medicines development, industry shared their views in response to the consultation.

e Exchange of views regarding on-going implementing Commission legislative documents took place.

e Finally a discussion took place on EMA-HTASs interaction early in development and the importance
for industry of joint advice.

Implementation of recent legislation & IT telematics

e Both parties exchanged views on experience and challenges relating to the development of
databases further to the implementation of falsified medicines, pharmacovigilance and clinical trial
legislation. The high level business specifications and potential benefits and opportunities were
discussed, as well as the involved partners/stakeholders, data standards and interdependencies.
These discussions will continue to be coordinated through existing “technical fora” with all relevant
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stakeholders, namely Member states, European Commission, EMA and Industry, where and as
relevant.

International Activity updates

e Both parties welcome the new ICH Reform and are looking forward to the extension of its
membership, to facilitate global standard development and convergence, where and as
appropriate. EFPIA highlighted potential challenges in maintaining efficiency and flexibility around
such expansion but acknowledged the added benefits this may bring on topics such as scientific
manufacturing standards, and regulatory capacity.

e At the end of the meeting, EMA and EFPIA briefly discussed their recent engagement with
emerging regulatory authorities. EMA also provided an update on ICMRA activities.

Interaction between the European Medicines Agency and industry stakeholders, namely EFPIA

e The implementation of the eligibility criteria for industry stakeholder associations and the launch of
the application process (application form) for direct involvement in EMA activities were highlighted.

e Further discussion on EMA and EFPIA specific Industry Stakeholders’ framework implementation
will take place prior to the next annual meeting bilateral which is expected to take place around the

same period in 2017.
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