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On page 8, after line 23 insert the following:

"In the event the regulatory review period has

commenced prior to the effective date of this section,

then the period of patent extension for such product or a

method of using such product shall be measured from the

effective date of this section; proVided, however that

in the~vent that prier to the effective date of this
, .

section, a new drug product was approved on a date

more than seven years after the commencement of the regulatory

. review period .and during said regulatory review period the'

patentee was notified that said product's application was

not approvable under Section 505(b){1) of the Federal Food,

Drug, and Cosmetic A~t and as a result of which th~ patent,e

caused a major health or environmental effects test to be

.conducted to evaluate carcinog.ni~ potential, then the

period of patent extensi~n for said product or the method

of use o'f such product shall be seven years;provfded 'fu'rther. . . .

that the filing required by subsection (b){l) hereof is made

wHhtn ritnety days of the effective date of this s,ectio,n •

. 'EXPlANAT,ION

This. amendment provides equi.table reli,ef to a patentee who
suffered e.xtraordinartly e,gregious and unwarranted regul atory
delay.


