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To amend the 'patent law to restore the term of the patent grant for the period of
time that nonpatent regulatory requirements prevent the marketing of a
patented product.

IN THE HOUSE OF REPRESENTATIVES

FEBRUARY 18, 1981

Mr. KASTENMEIER (for himself and Mr. SAWYER) introduced the following bill;
which was referred to the Committee on the Judieiary

A BELL
To nmend the patent law to restore the term of the patent grant

for the period of time that nonpatent regulatory require

ments prevent the marketing of a patented product.

1 Be it enacted by the Senate and House of Representa

2 tiDes of the United States of America in Congress assembled,

il 'l'hl1t this Act Il1ll.y he cited as the "Patent Term Restoration'

,I· Act of lD81 ".

1> Sf'le'/'ION 1. 'l'itlo i35 of the United States Code, entitled

() "Patolll,s" is /1,l\Jollded hy a.dding the following new section

7 illlllwdiatoly nfl.or' section 154:
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1 "§ 155, Restoration of patent term

2 "(a)(l) Except as provided in paragraph (2), the term of

3 a patent which encompasses within its scope a product, or a

4 method for using a product, subject to a regulatory review

5 period shall be extended by the amount of time equal to the

6 regulatory review period for such product or method if-

7 "(A) the owner of record of the patent gives

8 notice to the Oommissioner in compliance with the pro,

9 visions of subsection (b)(1);

10 "(B) the product or method has been subjccteu to

11 a regulatory review period pursuant to statute or regu-

12 lation prior to its commercial marketing or usc; anu

13 "(0) the patent to be cxtendcd haH not expircd

14 prior to notice to thc Oommissioner under subRCetiol\

15 (b)(l),

16 The rights dcrived from any claim or claims of any IJ:1tcnt so

17 extendcd shall be limitcd in scopc during tho jJoriod of n,ny

18 extension to the prouuct or mcthod subjcct to the regulatory

19 review period and to the statutory use for which regulatory

20 review was required,

21 "(2) In no event shall the term of any patent be ex-

22 tended for more than seven ycars.

23 "(b)(1) Within ninety days after termination of a reglll!1

24 tory review period, the owncr of record of the patent shu.!1

25 notify the 00ll111l1HHiollCl' ulldo,' olll,1i 1,I"d, I.IIfI l·n~IIII1I.OI'.Y

1I)l 1ll.11-lh

,
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1 review period has ended. Such notification shall be in writing

2 and shall:

3 "(A) identify the Federal statute or regulation

4 under which regulatory review occurred;

5 "(B) state the dates on which the regulatory

G -review period commenced and ended;

7 "(C) identify the product and the statutory use for

8 which regulatory review was required;

9 "(D) state that the regulatory review referred to

10 in subsection (a)(I)(B) has been satisfied; and

11 "(E) identify the claim or claims of the patent to

12 whieh the extension is applicable and the length of

13 time of the regulatory review period for which the

14 term of such patent is to be extended,

15 "(2) Upon receipt of the notice required by paragraph

Hi (1), the Commissioner shall promptly (A) publish the informa

17 tion noticed in the Official Gazette of the Patent and Trade-

18 mark Office, and (B) issue to the owner of record of the

19 patent It certificate of extension, under seal, stating the fact

20 and length of the extension and identifying the product and

21 (,11(1 ~tl\.t;t1t;ory t1~(\ l\.t1d tho e1nilll or C!lI,iIllS to which such ox

~~ Lotlsioll is lI,ppli('l\.hln, I)II(\h ('C'\'I,ifielll;(\ ~hl\.l1 h(\ \'(\(\()rdod in tho

2,1 offi(\ia I filo of olwh pntollt oxl.nlldol! nlld slIch ccrtificllte shall

24 be (lonshlertlJ as part of tho original patent.

25 "(c) As used in this section:

u.n. IP:l7_lh
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"(1) The term 'product or 11 method for uSll1g 11

product' me11ns any machine, manufacture, composition

of matter or any specific method of use thereof for

which United States Letters P11tent can be granted and

includes the follovvoing or any specific method of use

thereof:

"(A) any new drug, antibiotic drug, new

animal drug, device, food additive, or color addi

. tive subject to regulation under the Federal Food,

Drug, and Cosmetic Act;

"(B) any hum11n or vcterinary. biological

product subject to rcgulation under HoeLioll :II) I of

the Public Health Service Act or ulloer Lhe viruH,

serum, toxin, and analogous products proviHiol1H 01'

.........~ 110
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1 ]e:J,st six months to conduct, not including any period

2 for analysis or conclusions.

3 "(3) The term 'statutory use' means all uses regu-

4 lated under the statutes identified in sections (c)(4)

5 (A)-(D) for which regulatory review occurred for the

G product involved.

7 "(4) The term 'regulatory review period' means-

8 "(A) with respect to a food additive, color

9 additive, new animal drug, veterinary biological

10 product, device, new drug, antibiotic drug, or

11 human biological product, a period commencing

12 on the earliest of the date the patentee, his as-.

13 signee, or his licensee (i) initiated a major health
,

14 or environmental effects test on such product or a

15 method for using such product, (ii) claims an ex-

1G emption for investigation or requests authority to

17 prepare an experimental product with respect to

18 such product or a method for using such product

1D under the Federal Food, Drug, and Cosmetic Act,

20 the l)ublie Jfcalth Service Act, or the .Act of Con-

21 g-rCf:s of MIl,rch 4, 1\113, or (iii) submits an appli-

22 caLion 01' pcLit,ion wiLh respect to such product or

2B It method for using such product under such stat-

:},I liLes, n,nd ending on the date such a,ppJination or

2;, 1'1I1.il.illll wiLli l'IIHjI/wl. 1.11 suell l!rlldlH:l. 01' Jl, nwLIJOd

lI.n. IP:l1_lh



(j

1

2

[or using StIch prodllcL is :ljlIJl'OV(Hi 01' ii"{)IJsl~d

under such stnLULeS 01', jf ohjl'el.iolls IIro I'ilnd Lo

3

4

such n,pprovlll or licellw, 1~lIdillg Oil t.ho dlll.l' sllidl

objcctions :l.re resolved alld ('Olllllll'l'I,illl 11111 rlu'Lill!;

5 IS . perrniLLed or, j[ cOIllIllOl'nill.1 II III rlwLilig IS

6

7

8

9

10

11

initially permitted l1.nd Jat.el' rovok"d ]lelldillg 1'111'

ther proceedings n,s 11. 1'l)slIlt of slwll ohjncLiolls,

cnding on the du.te such !ll'ol,ocdiligS II.I'n filially

rcsolved :tnd cortlmcreilll 1I1nr!wl,illg i,~ pOl'lllil.l.l'd;

H(B) with respect to ll. ]lnstieido,. II. jlol'iod

commcnemg on tho oll,rliost of I.bo dnl.11 I.ho

12 plltellLee, his [LSSiglloC, OJ' his lieOllsl'o (i) illiti:ll.os

13

14

I. major hn111th OJ' Ol1ViJ'olimollLlIl lIi'fo<:l.s I,osl. on

slicil pnsl,icido, the d:1.I.:\, fnlllJ whieh is SlIhlllil.l.od

1;j in It rOljllost for rcgisLrll.tioli of slll,h jlosl.i(,i\lo

16 ulldor soetion :1 of Lbo FlHlcnd !lIsocLi<:ido, FlllIgi-

17 cido, ilwl H,odolll.icido AeL, (ii) I'OljllOS!,S j,!1l' g-mllt

18

19

of lUI oxporilllentnl 11S0 pOl'lliit 1I11llnr so\,t.ioll ii of

slich Act, or (iii) slIbrniLs 11.11 lIpplil,ntioli 1'01' l'cgiH-

H(C) with rcspoct, t.o II nhelllil:II.1 sll",~I./I.IJ('1l Ill'

tmt,ion of such ]ll\stieidl' pllrsllIIlI(, (,0 wdioll H of

sueh Act, a.nd ending on 1.1\1\ dll.Ln SlIch peH(,inidn is

first ]'egis(,()]'('.d, l,iLhnl' l'lIIldiLilllllllly III' flllly;

mixtul'O fol' whi".h 1l0l.il'ic.IILillll is I'I!ljllil'lld IIl1dlll'

20

22

23

21
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scotion 5(a) o( the Toxic Substances Control

Act-

"(i) which is subject to a rule requmng

" testing under section 4(a) , of such Act, a

period commencing on the date the patentee,

his lLssignee, or his licensee has initiated the

testing required in such rule and ending on

the expiration of the premanufacture notifica

tion period for such chemical substance or

mixture, or if an order or injunction is issued

under section 5(e) or 5(f) of such Act, the

(bte on which such order or injunction is dis

solved or set (lsidej

"(ii) which is not subject to a testing

rule under scction 4 of such Act, IL period
J

cOJl1lTloneillg on the earlier of the date the

rmtonte(\, hiR assignoc, Of his licellsoo-

"(I) submits a prenmnufacture

notieo, Of

"(II) iuitin.j.()s n, nwjo!' hmLlth or ell-

virOllllHluta.l effects test on suoh sub-

sl,;\.1\(:(', tllO dal.lL fro/ll whieh is included

ill {,II(\ pfolllnnllfu,ctnre llotice for sueh

sllbHtnlleo,
;I
If

'I

"



8

entee, his assignee, or his liconsee initifLtes notions

ture notification period for such substance or if an

order or injunction is issued under section 5(e) or

5(1) of such Act, thc date on which such order or

such injunction is dissolved or set aside;

"(D) with respect to any other· product or

method of using a product that has be·en subjected

to Federal premarketing regulatory review, a

period commencing on the date when the pat-

regulatory review period. III the evnllt 1.11(\ rognl:tl.ory roviow

and ending on the expiration of the premanufac-

pursuant to a Fedeml statute or regulation to

obtain such review prior to the initia.l commcrei:Ll

marketing in intel'stllte comm()J'co of such product

and cnding on the date whcn suell I'evinw is

completed,

except that the regula,tory review p(\J'ioil sllllll not ho dOellH\d

to have commenced until a patent has ])l,ml grll.lltod for I.he

product or thc method of usc of weh prolinot sllhjl\Ct to l,ho

period has cOIllmeneel1 prior to" the ol'l'ocI.ive tln,to of tltis soo

tiOll, then the period of patellt exl.ollsioll Cor SliGh jlrodlH\t 01' II,

22 method of lIsing sllch prOdlH\t shall IJO IIWII.SIII'od [roll I tho

23 effective date of this scotion.".
----,
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