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AMENDMENTS TO H.R. 6444 - ? Ki

'OFFERED BY MR. RAILSBACK

[Technical Amendments]

Page 2, line 2, strike out 'fbaragraphs {(2) énd'(S)"

and insert in lieu thereof "paragraphs'(S) and (4)'!.

o Pagé'2, line 4, strike out *‘a'regulatory review

period" and'insert in lieu thereof"'regﬁlatory review'!',

Page 2, line 6, strike out !'subject to a'regulatory

review period''.

 Page 2, insert at the end of line 6 the following:
ttfrom the original expiration date of the patent''.

. Page 2, line 8, strike out ''recipient. of marketing

£

approval'' and insert in lieu thereof ''product sponsor''.

Page 2;-strike out lines 11 through 13 and insert in

 1ieu thereof the following:

”(B) the product has been subjected to regulatory
review pursuant to statute before its commercial

- marketing or use;
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Page 2, strike out lines 20 through 24 énd‘insert in

_lieu.thereof the following:

'*'(2) The righté.deriV¢d from any claim.of‘any §étent
éxteﬁded under pgragraph (1) shall be limited-~ | |
| | ' {A) in the case of any patent, to the sébbe of
such claim-Which reiates to the ﬁroduct Subject to
regulatoryrreview,'and
1 (B) in the case of a pateﬁt which encompaSsés
Witﬁin its scoﬁe a product-- -
~''(i) which is sﬁbject.tO’regulatory reviéw
under the Federal Foéd, Drug, and Cosmetic Act, to
the uses of the product which may Ee'reguiated by
the chépter of such Act unaér which’the regulatory
“review ocgurred, or | |
"(ii)_which is subjeét t§ régﬁlatory reviéw
i'. : under any other statute, to ﬁhe uses of the product
:ﬁhich may be regulaﬁed.by thé statute under which

the regulatory review occurred.

. Page 2, line 25, strike out ''(2)'' and insert in.lieu

thereof ''(3)'!.

~ Page 3, line 1, strike out ''or method''.

-
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“Page 3, line 7, strike Qut'"extensidn.of'a"'ahd insert

in lieu thereof ''"term of any extended''.
Page 3, beginning in line 13, ‘strike out ''or method'’'.

Page 3, line 15, strike out ''{3)'' and insert in lieu

thereof ''(4)'".

Page 3, strike out line 23 and all that follows through
- ''has ended.'' on line 1 on page 4, and insert in lieu

thereéf the following:

"(B)(l) To oﬁﬁain an'extension.of_tﬁe term of é patent
undér‘subsection'(a), the prodﬁct sponsor shall notify the
Commissioner under oath, within niﬁgty days'éfter the
termination of the regulatqry review ﬁefiod fof'the product

¢+ to which the‘patent relates? that the reguiatory review

period has ended.

Page_&, beginning in line 1, strike out ''‘recipient of

marketing approval!' and insert in lieu thereof ''product
sponsor''; and in line 6 on that page, strike out ''or

regulation''.

N




"RAILSB020
A

'Page.a, insert beforé,the semicoloﬁ in 1iné 7 ﬁhé;
fdllowing: 1.'_or, if'thé'reguléto:y'rEView occurred ﬁqdér .
the Federal Food, Drug, and Cosmetic Act, the chaptér of the
Act under which ﬁhe revieﬁ occurred{'; and in line 10 of |

that page strike out ''and the statutory use'’.

Page 4, strike out lines 12 and 13 and insert in lieu

thereof the following:

"’(D) state that the requifgmeﬁts-of the statute
under which the‘regulatory-review referred to_in_
sﬁbsection (a)(l)(B) occurred have been.Satisfied and
commercial marketiﬁg'or use of the broduct_is not

prohibited; and

Page 4, line 14, strike out ''the claim or claims'' -and

insert in lieu thereof ''the patent and any claim thereof'',

Page 4, line 20, strike out ''or method''.

Page 4, 1ine.22; strike éut 'f(A) ﬁgblish the
infdrmation noticed'!  and insért in 1ieu thereof
i'bublish"; and in line 24 on that-pége, strike out '', and
(B)f’ and-insefﬁ in lieu thereof thé'folloﬁing: 'tthe

information contained in such notice. Unless the
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requirements of this section have not been‘met,'the

 Commissioner shall'!. ' I ' . ot

‘Page 5, line 2, strike cut 'istatutory use and the claim
or claims'' and insert in lieu thereof the following:
"statﬁte under which regulatory review occurred and

sﬁecifying any claim''.

Page 5, line 4, strike out ''each patent'' and insert in
" ‘lieu thereof *'the patent so''; and in that line strike out

- ''such certificatet'.

~Page 5, strike out lines 7 through 11 and insert in lieu

'_théreOf the following:

''(1) The term 'product' means any machine,
manufacture, or composition of matter for which a patent

- may be obtained and includes the following:

Page-S; line 20, strike out ''155'' and insert in lieu

thereof !''151t!,

Page 5, line 21, strike out 'faﬁy" and insert in lieu

thereof 'tAny'"'.



'RAILSB020
6

Page 6, line 1, strike out ''any'' and insert in lieu

'Ithere0f "Any".

- Page 6, strike out lines.lS'through'lﬁ and and insert in

lieu thereof of the following:

''(4) The term 'prdduct'spohsof'_means énj person
Who_initiates testing or investigations, claims an
exeﬁpﬁioﬁ, or submits.an applicatién, petitioh,
protocol, reqﬁest, or notice described in paragraph (5)

- of this subsection.'!

Page 6, iine'18, insert after ''a'' the following:

""product which is a''.

Page 6, beginning on line 20, strike out ”reéipiént of
marketing approval'' and insert in. lieu thereof ''first

¢ product sponsor'’.

Page 6, line 21, strike out ''initiated'' and insert in

"lieu theroef ''jnitiates''!,

"Page 6; beginning on line 22, strike out ''for the
spécific'method for use for which such product is approved

or licensed under such statutes''.
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Page 6, beginning in 1ine,25,:strike oﬁt ''or a method x
for using or of'prOducing such product''; énd'beginning in
line 3 on page 7, strike out ''or a method for usihg or of

~ producing such produdt";

Page 7, beginning on line 1, strike out !'such
statutes''! and insert in lieu thereof ''the Federal Food,
Drug,'and Cosmetic Act,'Public Health Service Act,_of-the

Act of Mafch 4, 1913''.

 Pége 7, line S,fétfike @ut '1or licénses".and.insert in
iieﬁ-théfeof ''or the product is 1icensed";'andrbeginning
in line 5, strike out "thé.Federal food, Drug, and Cosmetic.
Act,; the Pubiic Health Service‘Act, or the Act of March 4, |

1913,'!' and insert in lieu thereof ''such statutes''.

¢ - Page 7;-line 16, insert after '‘'a'' the following:

'"product which is a''.

'Page 7, strike Qﬁt lines 18 through 25 and insert in

lieu thereof the following}

the date the first prdduct sponsdf (i)'initiates a major_'

health or envirenmental effects test on the product, but
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'onlj if the'daté from such teét'is.suﬁmittéd.in'a
petition_referred to in cléﬁse-(iii):of.this.
subpafagraph, (ii) claimed an exémption'for an
investigation Qith respect ﬁo Such'product, br.(iii)
sﬁbmits a petition with respect to the product under the
Federal Food, Drug, and Cosmetic Act fequesting_issuance
of a regulétion for use of the prdduét, and ending on
the date such regulation becomeé_effective or, if
objections afe filed to such regulation,.ending 6ﬁ'thé
da;e_gﬁch objecfions are resolved.and commercial
marketing is permitted or, if cémmercial marketing is
iﬂitially permitted and later revoked pending further
-pfdceedings as a result of_éuch objections, ending on
tﬁe date such proceedihgs are_finally resolved and

commercial marketing is permitted;

Page 8, line l; after ''to'! insert the:following: 'ta

, product which ist*t.

'Page 8, strike out lines 3 thfougﬁ 18 and insert in lieu

" thereof the following:

on the earliest of the date the first product sponsor
(1) claims an-eXemption for investigation of the product

or requests authority to prepare .an experimental product
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under the Federal'Food,'ﬁrug, and Cosmetié Act, the
Public Health Service Act, or the Act of March 4, 1913, .
or (ii) submi£s an applicétion'pr'petition_Qithxrespect
to the pfoduct.under such statutes,.and ending on the
,date such application or petition with respéCt to the
product is.appfoved'or the product is liéenéed'under
such étatutes'or, if objections are filed tb such
approval or iicense,.ending-on the date such objections
are fesolved and commercial marketing is permittéd or,
if éommercial marketing is initially permitted'énd later
-revoked pending further proceedings as a result of such
onections, ending on the_date such pfoceedings are

finally resolved and commercial marketing is permitted;

Page 8, line 19, insert after ''to a'!'' the following:

''product which is a'‘.

Page 8, beginning in line 20, strike out ''recipient of
marketing approval'!' and insert in lieu thereof ''first
product sponsor''!; beginning in line 22 on that page, strike

out ''such product or method for using such product'' and

"~ insert in lieu thereof ''the productf';.in line 24, strike

. . s
out ''or (ii)'' and insert in lieu thereof ''(ii) initiategd

a clinical investigation on humans, or (iii)''; and in line

' 25,.strike out ''such'' and insert in lieu thereof ''the''.
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Page 9, line 1, strike out ''or method for using such .
product!''; and beginning in line 3, strike oﬁt ' 'such
- product or a method for using such product'' and insert in

‘lieu thereof '!'the product'’.

Page.95 liné 6,‘inseft after 53;"_the fOlloQing:.
irprodﬁCt.which is a''; beginning in_iine 7 on that page,
strike out "recipient of marketing approval'' and insert in
lieu thereof ''first product'sponsor'Q; and in line 10, |
‘strike out !‘'the aata.from_which".and'iﬂseft in lieu

thereof ''but only if the data from such test'!,

Page 9, line 14, insert ''for the pesticide'!' after

""permit'!'.

Page 9, line 19, insert after ''a'' the fOllowihg:
¢ ''product which is a''; and beginning in 1line 25 on that
page, Striké out "recipiént-of.marketihg approval'!' and

insert in lieu thereof ''first product sponsor''.

Page 10, line 12, strike out ''"recipient of marketing
approval'' and insert in lieu thereof ''first product
sponsor''; in line 16 on that page, insert 'Y chemical'!

~after ’fsudh"} and in line 17 on that page, strike out
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' 'the data from which'' and insert in lieu thereof ''but
oﬁly if the data from such test'!'. : .

'Page'll,'beginning in line 3, strike out ''or the method
of usé of such.ﬁroduct sﬁbject to fhe regulatory review
.ﬁeriqd.*' and insert in lieu thereof."which_is subject to
rregﬁlatory reVieQ, for the method for using such product, or

for the method for producing such'product".

Page 11, line 5, strike out ''In'' and insert in lieu

_thereof !'Notwithstanding subsection (a)(1)(D), in''.



