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To amend the patent law to restore the term of the petent gr:mt for the penod of T e <
. time that mnonpatent regulatory requlrements prevent the marketmg of a & 7 _
- patented product IR e . Los Heﬂ*)
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IN THE SENATE OF THE UNITED STATES o & o
- TANUARY 27 (Iegislatlve day, JANUARY 5), 981 >-«.\4_'- |
Mr MATHIAS (for himself, Mr. Roserr C. Byrp, Mr. THURMOND Mr. PEROY D Anr ,Q,_/\,

~ and Mr. DECoNCIND) introdueed the following bill; which wag read twice and
- referred to the Oommlttee on the J udmla,ry : Sl

A BELL

To amend the patent law to restore the term of the patent gra,nt__”- |
for the penod of tnne that nonpatent regulatory requxre~ | |
ments prevent the marketmg of & patented product

Be zt enacted by the Senate and House of Representa- . -

: twes of the Umted States of Amemca m C’ongress assembled :‘

'_Actof1981”' S o
SECTION 1 Tltle 35 of the Umted States Code entItled |

j_“Patents” is amended by addmg the follomng new sectlon

: -;i_ - R S R R Y -

‘unmedlately after sectlon 154
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| That this Act may } be mted as the “Petent Term Restoratmn_ PR
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“§ 155 Restoratron of patent term

_method for usmg a product subject to a regulatory review

- sions of subsectlon (b)(l)

'lat1on prior f0 its oommeroral marketing or use, and

0.

_.'_'The rlghts derlved from any clarm or elalms of any patent sol

' extended shall be lnmted n scope durmg the penod of any .' o
lextensxon to the product or method sub]ect t0 the regulatory '
rev1ew perlod and to the statuto:y use for Wthh regulatory
i rewew was requlred 7 | T |

: “(2) In no event shall the term of any patent be ex-'-
3 tended for more than seven years. - |
o “(b)(l) Wrthm nlnety days after termmation of a regula- _
: '_.tory review perrod the owner of record of the . patent shall -

'notrfy the Oomm1ss1oner under oath that the regulatory

“a)(1) Except as prov1ded in paragraph 2), the term of |

a patent wlnch enoompasses wrtlun 1ts seope a produet ora -

perlod shall be extended by the amount of. tlme equal to the_
regulatory rev1ew perlod for suoh produet or method 1f—- R |
(A) the owner “of record of the patent glves__

o '_ notice to the Comm1ss1on in comphanoe wrth the prov:i-: L

?_,‘;: E - ,:(B) the produot or method has been Sub]eeted to' R

_'a regulatory review perlod pursuant to statute or regu-- E

(%) the patent to be extended has not explred o

_ 'prlor to not1oe to the Comrmssroner under subseetron o

g/
v

.........



S "1 review- perlod has ended Such notlfrcatlon shall be n wrltmg o

._37

10

13

o 17

19

20
_. : 21 the sta,tutory use a.nd the cleun or claims to w}nch such ex-
- __-__22 |
23
-24.'

i

2 and shall | | e |
“(A) 1dent1fy the Federal statute or regulatlon -
4 . under whlch regulatory review occurred | |
5_' B “(B) state “the dates on which the regulatory '
| 6 : | 'irev1ew perlod commenced and ended _. |
7 _: “(C) rdentlfy the product and the statutory use for
8 ,.whleh regulatory rewew was requu‘ed _' -
9 | “(D) state that the regula,tory review referred to e
y .:."m subsectlon (e)(I)(B) has been sa,ttsfred a,nd _' |
(E) 1dent1fy the olann or clanns of the patent to
2. whlch the extensmn 1s apphcablo end the length of .
_ "tlme of the regulatory review ]_)F‘l‘l()d for which the |
| 14 i 3 4‘_.'tern1 of such patent 1s to be extended | _ |
o 15 B .“(2) Upon rece1pt of the HOthe reqmred by peragreph
| (1) the Comnnssmner shall promptly (A) pubhsh the informa- o

tlon not1ced in the Offlclal Gazette of the Patent end Tra,de-' -
rnark Offlee and (B} 1ssue to the owner of record of the '
pa,tent a cert1f1ca,te of extensmn under seal, statmg the factf' L

iand length of the extensmn and 1dent1fy1ng the product and |

_tensmn is appheeble 'Such-certlfrcate sholl be recorded n the
-offlcra,l flle of ee,ch pa,tent extended and such certlflcate shall B

'.be consuiered as pert of the orrgma,l patent

“(c) As used in thrs sectlon
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“(1) The term product or a method for using a.

S 'product means any machine, manufacture eomposmon' "

T _. of matter or any spemﬁo method of use thereof for I_
g ':lwhmh Umted States Letters Patent can be granted and _' '.
. mcludes the followmg or any speclﬁe method of use

i _'_thereof | :
' “(A) any new drug, anitibiotic drug, new -,:

e amma,l drug, devme food addxtwe or color addi-

_tlvo subjeot to regulatlon under the Federal Food

Drug, and Cosmetlo Aect; -

“(B) any human or vetermary b1ologloal
" 'product sub]eet to regulatlon under seetlon 351 of
'the Pubhe Health Serwce Act or under the virus, '

o ~serum, toxm and analogous products provzsmns of

- the Act of Congress of Ma,roh 4, 1913

| {-;-,“(0) any pestlolde sub]eet to regulatlon.,' o

| under the Federal Inseotlolde, Funglelde and Ro— |
S dentlclde Aot and - |
- “(D) any ohemleal substanoe or mlxture sub-‘ "
']eot to regulatlon under the T0x1c Substa,nees__ I_ ,

N '_ -_’OOntrol Aot

. (2) The term ma]or health or enwromnental ef-

fects test mea,ns an experunent to determme or eva,lu- |

5 _ate _hea_,lth or envnfonmental effe_ot_s whlch.reqmres at

s
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- }east six months to conduct not mcludmg a,ny perlod'

‘for ana1y51s or conclusmns

' ”(3) The term -s.tatutor use’ means all uses regu-

_Iuted under the -stetutcs i'dentiﬁed 1n se'ction.s' -'(c)..(4)
. (A) (D) for whrch regulatory revrew occurred for the

- _. product involved.

“44) The term regula,tory rewew perlod means—.
B “(A) . Wlfrh respect to a food addrtlve, color
."'a,ddltrve, new ammal drug, vetennary blologmal
"prcduct, .devrc_e, new__ ,drug, -antlbrotl_c drug, or
" human hiolog'ical. .-'p'ro.du'c't. ‘a.p'eriod 'commenCiug
on the earhe't of the date the patentee hlS as-
o s1gnec, or h1s hcensee (1) 1n1t1ated a major health o
: ':cr ermronmental effects test on such product or g
' ‘:'Vmethod for us mg such product (11) claims an ex-
emptlon for mvestrgatmn or requests authorrty to'
' prepare an experrmental product wrth respect fo
| : such product or a method for usmg such product
B | under the Federal Food Drug, and Cosmetlc Act
o the Pubhc Health Servrce Act or the Act of Con-
) g grcss of March 4 1913 or (111) submrts an apph-
_ catlon or pet1 fon with "f\n,e"t to such oroduct or
a method for usmg such product under such stat— |
_-utes a.nd cndmg on the date such a,ppheatlon or

petrtron wrth Iespect to such product or a method '
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for using such product is approved or licensed

| .-'under__suc_h statutes or, if objections are filed to

P

Ceazh :_;"-jrersl ar ‘wﬂvse ending on the date such |
'-'ob'jectioln'.s are resolved and 'corum_erciai marketing
: IIS permltted or, if commercial ruarketing s
1n1t1a11y perrmtte(i and later revoked pendmg fur- _
e ‘ther p_roeeedmgs as a result_ of _.such _objeet_lens, i |
'.en_diug' on the date such proceedings are fiually' e
resolvéd and commerdis] ma,rk_ejl.;iug. is 'perm_itted;:'
| "‘(.B:) w‘ith resp.ec't to e,.pestieide .' s' peri'od -
eo uueuemg on Lhe carlicst of .sLe date tﬂe'.'
'pa,tentee, h1s assignee, or “his hcensee (1) 1mt1ates
a magor health or e11v1ronmente1 effeets test on _.

B such pestlcuie, the data from whleh is subxmtted -

in a request for reglutretmn of such pestrclde_

| __._under section 3 of the ]H‘ederel Insectlclde, Fung1~ .
_erde, and Redeutlcule Act (11) requests the grantm
: o of an experlmenta,l use perrmt under section 5 of -
3'such Aet or (m) subrruts an appheatlon for reg1st -.
. tratlon of such pestmlde pursuant to sectlon 3 of
. such. Act and ending on the date such pestrelde 1s'
...'fll‘St regrstered e1ther condltlonally or fully; | |
: “(C) W1th respect to a ehemleal substanee or |

" mixture for which notlflcat_lon _1s r-e_qulred under L

4%
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sectlon 5(a) of the Tomc Substances 00ntr01l

Act——- ,_

“G) which is subject to a rule requiring.

: 'testing u1_1der _.s_ection-' 4(a) ef such Act, a
.period comﬁlerrcing' ehf the date the patentee;- :
his assignee, er his l'i:eensee'has initiated .th_e o .'
" rte'sting'.requ'ired in such rule and ending-orr |
| the ‘e'xpiratien' of the ﬁremehufectﬁre notifiea— '
._ tion perrod for such chemlcal substance or
_' mrxture or if an order or mjunetron is 1ssued.
| “under sectmn 5(e) or 5(f) of such Act, the_"
. _date on Whleh such- order or m]unctmn is dis-

- _solved or sef asrde, _'

“(i) - whlch is net subgeet to a testmg

rule under sectlon 4 of such Act, a perlod.

i commencing en the earher of the date the

. pa,tentee, hl ess1gnee or his heensee—-‘ o

“(I) submrts 2 _premenllfacrure'
notlee or .. - | |

“(]I) rmtmtes a major heelth or en-
'vir'onmenta.l effeets test on such sub-
' s..te,nee,' .the "d_ata_ from which is included
i the premaﬁdfaeture ) “no_ti'c.e'for _."s'uch "

substance, =
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.and endmg on the explra,tmn of the premanufae~ .
_ture notlflcatlon period for such substance or if an
“order or 1n3unct10n is 1ssued under section 5(e) or -

“5(f) of such Act, the da,te on whlch such order or |

such lnjunctmn is dissolved or set aside;

“D) with respect to a,ny other _product_er_ -
| ‘method of using a p_roddet that has be_en ISUb'ject.e.d |
- to Federal premarketing I'GgUia_‘tOI'y:‘ review, a
pei‘io'd 'eommencing en the date -wheﬁ 'the pat-
entee his asmgnee or his licensee initiates actlens -

" pursuant te a Federa,l statute or. regulatlon to

_obtam sueh _rewew prlor to the initial eommerelal .
| -'-ﬁiarketing in interstate doramerde of such product
. and .ending' on the date Wheli_ s.uch'x review 8
| .rcompleted | | : .
"'except that the regulatory review perlod shall not be deemed
‘to have commenced until a patent has been granted for the\
: product or the method of use of such product subJeet to the
-'.regulatory review perzod In the event the regula,tory rewew. |
period has comm_enced pnor to the effective date of this sec-
tlon, then the period of _p'etent extension for such preduet_ or &
: ﬁe'thod ‘.Eof.'usi_n'g s.uc.h p'ro'duet. shall be meaeured from the

'__"effe'etive‘ date of this seetion.”.
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