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Legal issues to be considered

» Preliminary injunction proceedings in Europe: generics face an uphill
struggle

» Transantlantic Tradeandl nve st ment TRR )t nfera sanel
industry wide strategy?

» Can the new trade secrets right be used against generics?
» The Bolar exemption: recent case law

» Other?
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The European Bolar provision

» Based on the US Hatch-Waxman Act introduced in 1984
» Article 10(6) of Directive 2004/27 provides for a Bolar provision:

Conducting the necessarystudies and trials with a view to the
applicationof paragraphsl, 2 [generic], 3 [hybrid] and 4 [biosimilar]
and the consequentiapractical requirementsshall not be regardedas
contraryto patentrights or to supplementaryprotectioncertificatesfor
medicinalproducts,

» This provision was introduced together with a new data protection
regime, offering a substantial form of IP protection to originators ( 8+ 2
+ 1” )

» Compromise between generics and originators
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Scope of the exemption

» Ambiguous wording: what studies and trials? No definition of
“consequentiapracticalrequirements.

» Whatis included?

» Studies for pricing and reimbursement purposes?
» Post-authorisation conditions?
» Third parties?

» Research tools?

» |Inconsistent implementation by the different Member States
complicates matters: narrow implementation (e.g. UK, Sweden, the
Netherlands, Belgium, UPC Agreement) vs. broad implementation (e.g.
France, Germany, Denmark)
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Case law

» US case law has significantly broadened the scope of US exemption:

» Eli Lilly & Co v. Medtronic: not limited to generic drugs, but also innovative drugs and
medical devices

» Merck v Integra Lifesciences: pre-clinical research ‘reasonably related’ to potentially
securing FDA approval is exempted

» Momenta Pharmaceuticals v Amphastar Pharmaceuticals: post-FDA approval activity,
even if commercial in nature, is exempted (case is pending before US Supreme Court)

» Surprising lack of European case law relating to the Bolar provision
given the uncertainties on the scope of the exemption
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It takes two (or three?) to Bolar

» Polpharma / Astellas Pharma: is a third p a r tsypplysof patent
protected substances to a generic company, which intends to use the
substance in order to obtain a MA, covered by the Bolar provision?

» Polish Supreme Court decided that the Bolar provision does not cover
activities by third party manufacturers supplying substances for studies
and trials in order to obtain a MA and refused to refer the case to the
EC)

» Dusseldorf district court decided that supply is only exempted if the
supplier is co-organiser of the studies and trials

It takestwo to Bolar?
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It takes two (or three?) to Bolar

» Dusseldorf Court of Appeal seems more favorable to the position of the
supplier: if the supply is exclusively aimed at the privileged purposes,
the Bolar provision may apply

» Referral to the ECJ in order to decide on the scope of the EU Bolar
provision

It maytakethreeto Bolar?

» Crucial question for generic industry and API suppliers in Europe: supply
sources for generic industry will be forced out of Europe, limiting the
ability of generic companies to enter the market immediately after
patent expiry
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Questions?

Now
or

Christian Dekoninck

E-mail: cdekoninck@crowell.com
T.:43222142871
F.:+3222306399
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