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KASTENMEIER _ FRANK.
“HAMENDMENT NUMBER sxx

On page 8, after ]1ne 23 1nsert the fo11OW1ng
| "In the event the regu]atory review per1od has
'commenced pr1or to the effective date of this sect1on.__a
;;then the per1od of patent extens1on for such product or a
_method of us1ng such product shall be measured from the

effect1ve date of this sect1on- prov1ded however that

in the euent-that‘ prior to. the effective date of th1s_.t
sect1on, a new drug product was-approved on a date

'more than seven years after the commencement of the regu]atory
; rev1ew_perjod;and dur1ng said regu]atory review per1od the_
‘Patenteefwas uotitied'that said product‘s appTication was

'not approvabTe under Sect1on >05(b)(1) of the Federa] Food

Drug, and Cosmet1c Act and as a resu1t of wh1ch the patentee

| .jjcaused a major hea]th or env1ronmenta1 effects test to be

..conducted to eva]uate carc1noqen1c potent1a1 then the o
period of patent exten51on for saad product or the method

- of use-of.such product_sha?] be seven-years, provided further

 that the"fifing=required byISubsection'(b)(l) hereof is made

wftnTn'ninety dayenof the‘effectfve date of this'section.

"EXPLANATION

.Th1s amendment prov1des equ1tab1e re]1ef to a patentee who
- suffered extraord1nar11y egreglous and unwarranted regulatory
dE]H.Y. . . . .



