3.3.2. Timing of Generic Entry

Stiff price competition within the generic segment itself, which Porstner
argues has been largely ignored by the sector inquiry, is the main motivator
to inter alia challenge originators’ patents and enter a market as early as
possible. Once the attractiveness of a potential generic version of an estab-
lished product is assessed, generic companies strive for entering the seg-
ment as the first one in order to appropriate as much return as possible in
an oligopolistic competition against the originator’s established product
until other generic entrants come in (i.e. ‘first mover advantage’).!34 In
contrast to the US regulatory system, which allows the first generic under
special circumstances to benefit from an additional 180-day exclusivity pe-
riod vis-a-vis other generic market entrants, the ‘first mover advantage’ in
Europe is small: Average generic penetration rates are already 25% in value
just one year after first generic entry, which then increase to 38% one year
later.133

The sector inquiry provides extensive empirical evidence that proves a first
generic product — on a weighted average — being available 7.9 months after
the LOE of the reference product.!3¢ The difference between first generic
market entry and LOE is defined as ‘time to entry’. The EU Commission
therefore generally strives for a situation where generics would be available
on the first day after LOE and consequently considers the full 7.9 months
as ‘delay’.137 This very narrow understanding seems to reflect an ambitious
goal, is however line with European patent law, where the Bolar exemption
is also supposed to facilitate an early-as-possible transition from market
exclusivity towards stiff static price competition after patent expiry (see
chapter 2.1.2).138

One fact pattern however remains interesting: For the 20 most valuable
drugs, generic market entry is 45% faster, i.e. only takes 4.2 months post
LOE.!39 As generic companies prioritize their investments to enter a product

134 See supra note 78 at p. 5.

135 See supra note 10 at p. 87.

136 See supra note 14 at p. 432 as well as supra note 78 at p. 7.

137 Towhatextenta ‘day-1" availability for generic drugs would be realistically achievable
and how big the lever of improving regulatory procedures really is does not lie within
the scope of this thesis.

138 See supra note 59 at pp. 43-44.

139 See supra note 7.
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market according to the relative importance of that product in terms of ex-
pected sales and profitability, it seems that part of the general observable
delay can be attributed to differentiated efforts by generics in entering a
specific market.40

140 See supra note 54 at pp. 73-74.
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