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" AMENDMENT NUMBER TWO o | AR
- On page 1, delete. 11nes 21 and 22 and 1nsert in ]1eu‘
thereof the fo]]owzng. - o o
'.h ;' | (2)(A) The ‘term of the patent sha]] be extended by
h _the-time ednaj to the-regulatory rev1ew per1od fer_such |
._';predpct'or'method for-the'period up te'lo &ears-aftet the'
'_-date:ofhtijing'ef the earliest app11cat1on for the patent
L'h‘and the:time-eqea1 to.one half the regu?atory review per1od =
for the per1od between 10 and 20 years from the filing date
i of the ear11est patent app]icat1on. If the term that the;

patent wou]d be extended is 1ess than one year, no extens1on
E

.

e sha11 ‘be granted | H | o T T
'_' (B) In no event sha11 the term of any patent be h g;
extended for more than seven years. nor sha11 any extens1on
exceed 27 years from the date of f111ng of ‘the ear11est patent
app11cat10n for the patent. | | '_' R .'
| (C) In no event sha11 more than ‘one patent be extended
for the same regu]atory revzew per1od for the product or method.®
- On page 3. 11ne 12, after “appizcab1e“_1nsert the-" |
o f0110w1ng | _ _.' | | | |
the date of f111ng of the ear11est app11cat1on for

the patent.
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AMENDMENT NUMBER THO (continued)

0n page 3, l1ne 14 delete the per1od and 1nsert
the fo]10w1ng 1n T1eu thereof. ' |

. ; '-";"and state that no other patent has been extended -'
, for the regu]atory revaew period for the product or method."”

“ On page 5, after 11ne 2 1nsert the f0110w1ng°' |

—'7 “(3) The. term “ear11est app11cat10n for the patent“
'_' ‘means the patent app11cat10n prov1d1ng the ear11est benef1t -
of f111ng date to the patent and 1nc1udes patent app11ca--

| t1ons under Sect1ons 119 and-120. ". | |

On page 5, lanes 3 and 75 de]ete ”(3)“ and “(4)“

»
1nsert respect1ve1y “(4)“ and "(5)" : f _%F
t: o SR ? ;%a
o EXPLANATION | : R - o | f;-
B, F This amendment is des1gned to provide limitations on the
R L;f maximum-term of restoration more restrictive than the 7 year
¢ .g_*: maximum provided in the bill as introduced. In addition it

provides that where more than one product patent has been-

‘obtained on a particular pharmaceutical or chem1ca1 product.
that on1y one patent may be extended .

. These add1t1ena1 11m1tat1ons on term of extens1on are
C summar1zed brlefly as f011ows. :

“No patent may extend more than 27 years frpm the f1rst
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”_ AMENDMENT NUMBER TNG
(—bnt1nued)

app11cat1on anywhere in the world Urder H.R, 1937 as
introduced a patentee might have a term which would exceed
.27 years from first application. if he experienced 7 years
or more of regulatory review and took-more than 3 years to
process the patent application in the U.S. Patent and

"~ Trademark Office from the point in time he first applied
Tfor patent protection either in the U.S. or elsewhere.

~ Because any period involved in processing a patent application

ér which exceeds 3 years would norma]]xube the result of actions -

on the part of the patent appTicant himself, the amendment

j\ é%wouId deny the patentee extension of patent term based on such
ﬁgﬁﬁg ﬁf ‘a delayt_ T — , , _ o

g{ - . . - . . . . . . . .
g Jggﬁ; ' In add1t1on the amendment prov1des an 1ncent1ve to
[;t%ﬁ evelopers. of patents to take the steps necessary to securing

%ﬁggggl%tggx_hegiew as early as possible after filing their
patent applications. This is accomplished by granting full
& 5 year for year extension. only for regulatory delay experienged

..-§f”i<.t application, Any regulatory delay suffered due to regulatery
W é%f activity experienced more than 10 years after the patent (=

pngﬁ . application would be. compensated at a rate of on1y 3 months
5 T for every year.‘ , : Ll .

;,:e

Th1s amendment not ounly prov1des an 1ncent1ve to all
-patent developers to put resources into the deveTopment of
- .. patents more rapidly than under present law, it also removes:-
A - a windfall, -which some foreign companies would reap under' the
-V bi11 as introduced. This windfall under the present bill
“would result where a pharmaceutical patent application was
. filed first abroad, tested and processed through premarket
regulatory review abroad and only then seriously subm1tted
';for FDA clearance in the United States.

Under the b111 as introduced a deveioper in th1s s1tuat1on

-wouid be able to wait up to 18 months pursuant to the Paris
Convention on Industr1a1 Propert before f111ng F] PatEﬂ%-w

“within the first 10 years after the filing of the patent =~ -



. . before the subcommittee this had been™raised as a maaor =
- _f-concern by gener1c 1ndustry representat1ves. - .-
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-(cont1nued)

'app11cat10n and then to drag out the 1ssuance of the patent
~here while at the same time testing the possible efficacy

and marketability of the product abroad. 1If the tests and

’_ market results abroad indicated a potentially Tucrative.
‘market -in the U.S.; he could then move to perfect his patent
~application at a relatively late date here and have the

benefit of the full 17.year term plus an extension of up
to. 7 years< In such circumstances his market protection in

. - '.S. would last far longer than. abroad- and give him a

ompet1t1ve advantage over U.S. developers. - In most of the o

.- 'world outside the U.S. patent term is 20 years from date of ~
~application, Also, full ownership rights accrue from the

- moment of application. Only in the U. S does patent term
'start runn1ng after exam1nat1on.

The amendment a1so responds to a maaor cr1t1c1$m of

'__thé generic pharmaceutical industry in that it discourages

companies from artificially manipulating both the patent 2.

“application period and regulatory testing per1od to maximize

the period of market control of a product. - During hearings
=

.



