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» All opinions are my own and not the official positions of
any of the companies or organisations I am affiliated to.
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Introduction & outline

Introduction

<« incremenftal innovation>>  <<ever-greening»

<« seconadary patentsy <« marginal improvement>»

«genuine invention?>»

Outline
» Pharma product reformulations

» Paper thesis: the assessment of the quality of innovation should not
be part of the competition law analysis.

» Conclusions
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Three antitrust enforcement decisions

New York v. Actavis PLC (Namenda case)

«Hard» product switch by Actavis regarding Alzheimer drug Namenda
IR to Namenda XR

Withdrawal of Namenda IR from market would have impeded generic
substitution from 2015 until 2029

2nd Circuit upheld preliminary injunction barring Actavis from
restricting access to Namenda IR prior to generic IR entry

FTC v. Endo (Opana ER case)
«Hard» product switch of Endo from opioid Opana ER to Opana ER CRF

Settlement with generic Impax (para. IV ANDA filer), involving
payment to delay generic entry, side-deals, no-AG commitment

5th Circuit upheld FTC's finding of illegal pay-for-delay settlement

EU Commission v. Servier (Perindopril case)
Second pay-for-delay enforcement case by the EU Commission

Servier’s reformulation of its blockbuster anti-hypertensive drug
perindopril prevented generic substitution

EU General Court found that Servier had not infringed 102 TFEU;
upheld infringement of 101 TFEU (except regarding the Krka
settlement)
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«Assessments» of innovation quality should not be part of antitrust analysis

Enforcers/ lawyers/ economists lack scientific background to
assess innovation quality
Innovation disincentives created

Consumer (patient) welfare reduced
Loss of credibility

Instead, the antitrust analysis should focus on:
Timing of product switch

Parallel withdrawal of previous drug versions
Substitutability of new drug version with generic versions
Overall conduct/ parallel anticompetitive strategies implemented

Need to improve regulatory frameworks on generic substitution
Much broader impact in increasing generic penetration &
substitution rates than fragmented antitrust enforcement

Need for flexible (potentially also harmonized) generic substitution
framework in EU Member States
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Conclusions

» Rule of reason/ case-by-case analysis to assess product
switching strategies in the pharma sector

» Great margin of improving regulatory frameworks on
generic substitution » much broader impact than
fragmented antitrust enforcement

» «Naming and shaming» innovation efforts has adverse
effects on innovation incentives, consumer welfare and
reliability of enforcers
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