Access, sustainability and manufacturing competitiveness
highlighted at global generic, biosimilar and value added
pharmaceutical conference in Budapest.

e Industry leaders from the generic, biosimilar and value added medicines industries discuss challenges
and opportunities in ensuring sustainable, worldwide patient access to pharmaceuticals.

¢ Maedicines for Europe and the International Generic and Biosimilar Medicines Association (IGBA) join
forces to tackle challenges such as market sustainability, medicines shortages, and international
regulatory cooperation.

e Opportunities can be pursued with strong stakeholder collaboration for a sustainable industry. These
include the introduction of an EU SPC manufacturing waiver, and ensuring that generic, biosimilar and
value added medicines can play their role in providing better access for better health.

Budapest, 14" June 2018, 12.00 CET

The joint 24th Medicines for Europe and 21st IGBA Annual Conference began today with key industry leaders
coming together in Budapest, Hungary, to discuss the challenges and opportunities for the global generic,
biosimilar and value added medicines industries.

Challenges related to industry sustainability were debated with key experts, who shared perspectives on topics
such as medicines shortages, use of data, Brexit, international regulatory cooperation and the EU Falsified
Medicines Directive (FMD). European industry leaders outlined the period of intense preparations to ensure
compliance by the early 2019-milestones for FMD and Brexit.

The conference also underlined the exciting opportunities ahead for the industry. Having welcomed the
European Commission legislative proposal for an EU SPC manufacturing waiver in May this year, Medicines for
Europe is committed to supporting such industrial policy initiatives which can strengthen the European
industrial base, increasing investments in R&D for biosimilar medicines, boosting EU competitiveness, and
delivering faster access to medicines for patients.

Marc Alexander Mahl, President of Medicines for Europe, commented that “Medicines for Europe is
committed to engaging with stakeholders and decision makers to improve patient access. In fact, to showcase
our strong manufacturing footprint in Europe, Medicines for Europe has decided to launch an ‘Industry
manufacturing week’, in which member companies will open production plants across Europe for stakeholders.
We are leading suppliers of medicines for European patients and we want to engage with local communities to
show that we are an integral part of the health ecosystem. “

David Gaugh, Chair of IGBA and Senior Vice President at the Association for Accessible Medicines, USA,
commented that “the global perspective of the industry is crucial; key objectives such as international
regulatory harmonisation and global collaboration to ensure the uptake of generic, biosimilar and value-added
medicines can bring real benefits to patients — access and affordability are objectives we all share, right across
the globe.”
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Mr Laszlé Gyorgy, State Secretary for Economic Strategy and Regulation, stated that "the primary goal of the
newly established Ministry of Innovation and Technology is to maintain and improve decent living conditions
and enhance the competitiveness of the pharmaceutical industry, which plays a decisive role in the Hungarian
economy.”

Medicines for Europe represents the generic, biosimilar and value added medicines industries across Europe.
Its vision is to provide sustainable access to high quality medicines, based on 5 important pillars: patients,
quality, value, sustainability and partnership. Its members employ 160,000 people at over 350 manufacturing
and R&D sites in Europe, and invest up to 17% of their turnover in medical innovation. Medicines for Europe
member companies across Europe are both increasing access to medicines and driving improved health
outcomes. They play a key role in creating sustainable European healthcare systems by continuing to provide
high quality, effective generic medicines, whilst also innovating to create new biosimilar medicines and bringing
to market value added medicines, which deliver better health outcomes, greater efficiency and/or improved
safety in the hospital setting for patients. For more information please follow wus at
www.medicinesforeurope.com and on Twitter @medicinesforEU.

The International Generic and Biosimilar Medicines Association (IGBA) was founded as IGPA (International
Generic Pharmaceutical Alliance) in March 1997 to strengthen cooperation between associations representing
manufacturers of generic medicines from around the world. Its membership includes AAM (USA), CGPA
(Canada), GBM — Southern Africa (South Africa), IPA (India), JAPM (Jordan), JGA (Japan), Medicines for Europe
(Europe), and TGPA (Taiwan), while the associations from Australia (GBMA), Brazil (ProGenericos), Mexico
(AMEGI), and Malaysia (MOPI) are Associate Members. The IGBA is at the forefront of preserving sustainable
competition within our industry, by stimulating competitiveness and innovation in the pharmaceutical sector;
thereby, ensuring millions of patients around the world have access to high quality, pro-competitive medicines.
Through its constituent member associations, the IGBA maintains constant dialogue with government
authorities around the world, as well as with international institutions such as WTO, WIPO and WHO. More
information: www.igbamedicines.org
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