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;f AMENDMENT NUMBER ONE

-~=?on page 1, 11nes 5 through 6, de]ete “by the amount

of tfme equa] to the reguTatory review pertod for such a |

on page 1, 11ne 7 de]ete "owner of record of the |

patent" and 1nsert in 11eu thereof. “rec1p1ent of market1ng

On page 2, 11ne 24 de1ete owner of record of the

patent“ and 1nsert 1n 11eu thereof. “rec1p1ent of market1ng

n_ c

. Dn page 3, 11ne I after "ended“ 1nsert ‘the fo1low1ng e

‘-l v

mIf the rec1p1ent of market1ng approval 1s not the owner

A'-;“ of record of the. patent. the not1f1cat1on sha11 1nc1ude the

wr1tten consent of the owner of record of the patent to the

extens1on.“h"'

On page 5, 11nes 12 and 13 deiete, patentee, h15 |

[f ass1gnee, or h1s 11censee."'and 1nsert in 11eu thereof

o “rec1p1ent of markettng approva?“

On page 5. Tine’ 12 deTete patentee, his ass1gnee, or

h1s 11censee" and 1nsert in lieu thereof rec1p1ent‘of market-'

. 1ng approval“
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R AMENDMENT NUMBER DNE (cont1nued)

On page 7, 11nes 5 and 6, “delete npatentee; h1s

.'ass1gnee, or his- 11censee“ and 1nsert 1n 11eu thereof

_"rec1p1ent of marketxng approva1”

On page 7, 11ne 17, delete “patentee, h1s ass1gnee or h1s‘

11censee“ and 1nsert 1n 11eu thereof,_“rec1p1ent of market1ng

'ﬁ,approval“

o EXPLANATION

Many of the new chem1cals and pharmaceut1cals deve]oped
by U.S. industry today are based on technology licensed from
others, often from foreign companies.” The license agreements

in such cases may not necessarily grant full use of the aatgg;
“or its full tegmmigmzhgmllsggseea even -though the costs of &

deveTopment tor the U.S. domestic market, including costs
associated with obtaining regulatory approval, are borne by

the licensee not the patent owner., In.order to avoid windfall
‘to the patent owner in such cases this amendment grants patent

extension to the “"recipient of market -approval® who is the-
actual domestic U.S. developer rather than to the patent owner,’
who may be simply a licensor who has not committed &ny resources

to uliimate deve1opment and’ regu]atory approva1 of the patented :
product. L . )
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