97TH CONGRESS
- 21) SESSION 6444

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

IN THE HOUSE OF REPRESENTATIVES
May 20 1982

Mr. KASTENMEIER (for hlmself Mr. BROOKS, Mr. RATLSBACK, Mr. SAWYER,

‘and Mr. BUTLER) introduced the followmg bill; which was referred to the
Committee on the Judiciary

A BILL

To a.mend the patent law to restore the ‘term of the patent grant
for the - period of time that nonpatent regulatory require-
‘ments prevent the mar ketlng of a patented product

1 - Be it enacted by the Sena:te and House of Representa—
tives of the Umted States of Amemca in C’ongress assembled
That this Act may be cited as the “Paten_t Term Restoration
Act of 1982", | | |

SEC 2. (a) T1tle 35 of the United States Oode is amend-

ed by addmg the following new section 1mmed1ately after sec-

tion 154:
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“§ 155 | Restoratl.on of patent term "

(a)(l) Except as provrded in paragraphs (2) and (3), the
term of a. patent Wthh encompasses within its scope a prod—
uct ‘subject to a regulatory review perro‘d, ‘or a method for
using such a -produe_t or-a method_for producing such a prod-
uct, _subjeot_.to a regulatory review period shall be extended

N (A) the reolplent of marketmg approval glves'
notice to the Cornmlssroner in comphance w1th the pro-.
| wsrons of- subseetlon (bX(1); | |
(B) the product or method has been subjected to :
.a regulatory review per1od pursuant to statute or regu- |
Iatlon prior to 1ts oommeroxal marketrng or use,

“(C) the patent to be extended has not exprred.
iprlor to not1oe to the Gomrmssmner under subsectlon
(b)(1); and | SRR

. “(D) the .patent to be extende_d was issued on or
su]osequent_ to the date of enactment of the Patent
Term Restor'ation Act of _1982.

The rights deriv'ed from any claim or claims of any patent 50

- extended shall be limited in eoope 'during the period of any

“extension to the product or method Subjeot to the regulatory

review period and to the statutory use for Whlch regulatory
review was requlred |

“(2)(A) Subjeot to su‘oparagraph (B) the term of the

_ patent shall be _extended by the time equal to the reg_ulatory |

- HR 6444 TH




R R B - S T S - R )

[T X
H

—_

b pt I'—‘.b—l . [ i —t —
o S} o =1 R o B L] B pi <&

22

‘review period for such 'prod'uet"'or" méthod for the period up to

ten yeers after the date of filing of the .ear.liest_ep_plieation.for
the petent‘ and the time equal to one-half 'th'e _regulé,tory
review period for the_ period be__tweeri ten and twenty years
from the filing date of the earliest patent _'a,p'pliea,tion._ o

“B) In n'o event shall t_he__term of any ﬁatent'be ex-

‘tended for more than seven years. No extension of a patent

may exceed twenty-seven yeare from the date of filing of the
earliest patent epplieation for the patent. If the term that the

pat_e'nt' would be extended is less than one year, no extension

| shall be grented;) )

CY In r.io'.event shall more than one patent be eﬁten’ded

for the same'regula,t()ry review period for the product or

"method. |

“(3) The term of a petent whleh encompasses w1th1n 1ts |

scepe a method for producmg a product may not be extended '

under thls seetlon 1f—

“(A) the owner of :reeof.d”of' eueh patent 15 also
the owner of i'eeord of a,nolthe'r patent which encom-
passes within its scope 1_:he same product; and |

 “(B) such patent on_ sueh produet _hae been ex-

tended under th1° seetmn

23 ¥" “(b)(l) Wlthm mnety days after termmatlon of a regula-

24
25

tory review period, the re_elplent of marketing approval shall

notify the Co_mmissioner unde_f oath that’ the. regulatory
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_review perioa nas ended. 1t tne recrp1ent -of- marketmg ap-

-

| _ 2 .proval is not the Owner of record of the patent the notlflca- -
3 tion shall 1nclude the ertten consent of the owner of record

"4 of the patent to the e__xtensmn,.- S_uch 'not1frcat10n s-hall be in

5 wrltmg and shall-'—A' . . _. | ._
.6 | : “(A) 1dent1fy ‘the- Federal statute or regulatlon
7 _under ‘which regulatory review occurred

8 “(B) state the dates on which the regulatory |

9 .rev1ew perlod commenced and ended

_ 10 O) rdentlfy the product and the statutory use for

1_1. o -.whlch regulatory review Was requlred .. :

12 (D) state that the regulatory remew referred to
18 Cin subsectlon (2)(1)(B) has been satisfied; and |
14 ' “(E) 1dent1fy the cla1m or cla1ms of the patent to

15 w_hlch the extensmn 1s_ appllcahle; the date of filing of .
16 the ;earliest_.applic'ation for the patent; and t_he'length of '_ = | l

17 tirne of the regulatory reviev’v period, for which the .
18 .-term of such patent is to be extended and state that -

19 10’ other patent has been extended for the regulatory X
20 | review period for the product or- method | ‘ _ |

21' - 9) Upon receipt of the notice required by paragraph

22 (1) the Commissioner shall promptly (A) publish the 1nforma-
28 tion noticed in the Official Gazette of the Patent and Trade—
\\ )’( 24 mark Offlce and=(B} i issue. t0 . the owner. of record of the |

- 25 patent a certlfrcate of extensron under seal statlng the fact :
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and lengfh of the extension aﬁd.ider_ltifying the product and

the'statutory use and the claim or claims to Which such ex-
tensmn is apphcable Such certiflcate shall be recorded i in the
official file of each patent extended and such certificate shaﬂ
be cons1dered as part of the orlgmal patent.
(e) As used in thls section: |
“(1) The term product means any machme, .man-
_.ufaeture eomp031t10n of matter or, any speelﬁc method
of use thereof for which Umted States Letters Patent
_"can be gra,nted and mcludes the follomng or a,ny spe-'
 cific method of use or of producmg thereof:
- “(A) Any new drug, antibiotic drug, new
B animal drug, dewce- food additive, or color addi-
tive subject to regulatlon under the Federal Food |
: Drug, and Oosmetlc Act. | | |
“(B) Any human or veterlnary blologma,l .
~product subjeet f0 r_egulatmn under section 351 of

o the Publie Health S_ei'vice Act or under the virus,

serum, toxin, and analogous products provisions of =

the Act of March 4, 1913 (21 U.S.C. 155-158).

”(C) any pesticide subject to regﬁlation under

_the Federal Inseetlclde Funglclde and Rodentl-
cide Act.
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1 | __“(D)' anj? chemlcal substance ..6r miﬁcfuré sub- | ) "'j' '
2 .' ject to regulation u'n.der" the Toxic Substances
8 Control Act. | | | | | |
4 “(2) The term ‘major health or enwronmental ef-

:'5 fects test’ mea,ns_ an _experlment_ to determm'e or evalu-
| 6  ate health or énvironment‘a'l effects Which requii‘es at
7 .least six months to conduct not mcludmg a,ny perlod'

._ 8 I_ for analysm or coneiusmns ' |

9 “(3) The term ‘earliest apphca,tmn for the patent
10 ‘means the p&tent' apphcatmn provuhng the earliest
"11_ '.-beneflt of flhngr date to the patent and mcludes patent

"1.2 appllcatlons under sectlons 119 and 120.

13 “(4) The term ‘statutory use’ means all uses regu-

14 :Iated under the statutes identified iil subﬁér'agraphs (A)

15 through (F) of paragraph (5) for which regulatory

16 ‘review occurred for the product involved.

17 B ~ “(5) The term ‘regulatory review _period"'means—

18 | “(A) with respecf to a drug, antibiotic drug,

19 ~or human blologlcal product a period commencmg 3 .
20 “on the ea,lrhest of the date the reclplent of market- - e
921 ~ ing a,pproval (i) initiated a dlinical investigation on.

22 - :hu'ma,ns.-for the s'pec'ific: .méthold for u_sé- for Which

23 “such product is app_i'oved or licensed uﬁdér such -

24 "étatutes,' or (i) sﬁbrﬁits an a].;)plic'at'ion.di‘ petition

.25" __.with respect to such 'pfoduct or a method for
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using or of prodﬁeing such product un’d.e_r' s._ucI_ .

1
2 ' | etatute_s, and .ending on the d'a,_te-sﬁch applicatief
3 ) ' '_'or': petitien with respect to su'ch‘preduc_t or a
4 " method for ueilng or of ‘producing suc_h .p'redu_ct is
5 approvedﬂ or | licenses linder the Federal Feed'
" .6 ' Drug, and Cosmetic Aet the Pubhe Health Serv—
7 ice Act or the Act of Mareh 4, 1913 or, 1f ob]ec-
8 tions are flled to such approva,l or hcense, endmg 3
9 on _the d_ate sueh 'oﬁjeetions are i'esolved_end com-
1'(.) m’eﬁcal marketing is "p_e'_rmi'tted or, if comme'reiel.
 11 _merketing is initiélly fermifted and Ieter 're\"ffek_ed
12 - pending fu.rther' pi"oceedihgs as e_ result of s.u'eh.
13 .objections ending on the 'dete such 'prO'ceedings
14 are fmally resolved and commerelal marketmg is
15 | permltted | |
16 | “(B) Wlth respect to a food add1t1ve or. color
17 '_addltlve a permd commencing on the earhest of
18 the date the ree1p1ent of marketmg a,pproval @)
.19 "clalmed an exemptlon for 1nvest1gat10n “with re-_ :
20 spect to such .product or a method for using sueh :
21 product under the Federal Food, Drug, and 005— :
22 metic. Aet or (ii) submltted a petltlon for regula-
23 ~ tion with respect to such produet or a methed- for
24 _ using such product is appro_{red or licensed und.er
'25 " B sueh statute;
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“(C) with .res'p:e'ct _fo an animal drug or 'vé.t- .
_. 2 _'efiﬁarjr biolog'ical' product, d pefiéd 'Comméncing
3 on the earlier of the date the remplent of market-

_4. ing approval (1) 1n1t1a,ted a test on the amma,l for
5 ..Whlch the use -of the .product has -been_ a;pproved.
6 : wherein the test required at léast siX mbnthS'_to
7. condﬁet not ihcluding any p_eribd for analysis or
8 ‘conclusions and the data from.whié_h is "inciudéd in
9 .thg application or pefitiOH with_ respect to éu'ch'_
10 'pr(;duct ot a method for_ using such pi‘oduct under
1.1. the Federal Fo.od ..‘Drug, énd'Cos'rhetié..'Act the |
12 ..‘Pubhc Health Serv1ce Act or the Act of March 4,
| i3 | 1913, or (i) subm11:ted an apphcatmn or petmon |
14 w1t_h ‘respect to such product or method ‘under
.15. such statutes, and end.mg on the date such appli-
16 | cation or petltlon with respect to such product or |
._17 | a method for using such product is approved or 11-
18 - censed. under such statutes; N
19 | "‘(D)With r_eépéct .t_b a device, a 'p.eri.od'ccm-'
20 rﬁehciilg' én fhe e'érlier of the date the recipient of
921 marketing apprbval (i) sﬁbmitted a p_ropdsed prod-
22 | uct develo-pmént“ prdtdcol with-'re'spect. to such
23 .pr.od_uct or met'.h'oa. for using such ‘prbduct under .
24 | t.he. Federal Food, Drug, and Co'smeti(.: Act, or (i)
25 . subﬁiitted an ap_plication with. respect to sudh
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pfoduc_t or _'mét]'iod. for using such 'product.'under.
2 such statute, and ending on the da.,t:.e-_sﬁch applica- .
3  _‘ '.ﬁo_il with resp.ect tb such produc.t.'_o.r'a; method for
4 using such prodﬁct_ 'is. appl.*ov'ed unde:f such stat-
5  ute; | | B | |
.. 6 YR VVithi' respéct 'to.éd_. ?ésticidé, a peridd_
7 ' 'C(.)mm.énci'ng on the eaﬂ'i:es_f of the date the recipi;
8_ ent of ﬁlarketiﬁg aPPTOx}aI ".(i) _iﬁitiates a ma{jo'r.
.9 ~ health or environmén‘tal effects test on such peéti-
10 '.cide,' the data from which is submitted in a re- J
11._ - quest for regis.tratic.m. of s'u‘c'h' p_esitici.de _under’ sec- - | )
.12 . _.tioil..S.of the Federal Tnsecticide, Fungicide, and [
13 Rodenticide Act, (i) reques.ts .'the grant of an ex- ‘
14 pemmental use perrmt under sectlon 5 of such o | :
: 15 Act or (iii) submits an apphcatmn for registration ;
16 of such pest1c1de‘ pursuant to sectmn. 3 of'.such _ | {
17 Act, and ending on the date such pestlclde is flI'St. L }
18 - : reglstered e1ther condltlonally or fully, and .
19 “(F) with respect to a chemlcal substance or |
20 mixture for which '_notlfmatl_on':1s_.requ1red under
21” | _.séction 5() of the Toxic_ Substanées"(}ontrol_. - | l
22 Aet— | | | | | .
- 23 | “(i). which .is. subject to a riﬂe__ requiring |
'24: testing under sect.idn.-. 4(a) of 'su:ch Act, a
25 period commencihg on  the_ date the Tecipient
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-1 of marketmg approval has initiated the test-
" 2 :- ing requlred 1n such rule and endlng on the
| 3 -eXplr_atlon of the preman_ufacture notification
4 | periéd' forjs'lli(:h_'chemié'al substance or mix- ]
5 ‘ture, or it 'a;n'. order or injunction is issued
6 under section 5(e) _01'  5(f) of_suéh' Act, the
1 date on Whiéh Such_ order or inju‘ncti.on-is dis-
8 .s'olved or set é,side; N
9 o cé(ii)::WHi'ch is not subject to a testing
10 rule under sectibh 4 of such Act a pérri;)'d-
1 commencmg 011 the earher of the date the_ _
12_ rec1p1ent of marketmg approva,l—-— '
13 | -"‘(I) submits® a premanufacture
.14 'notlce or o
1.5. (II) mltlates a magor hea,lth or en-
16 .wronmental effects test on such sub-
17 'stance or mixture, the data from which -
18 1s'1ncluded in the premanufactu're notice
19 for such sﬁbstdﬁce or mixturé: - .
20 - | and enchng on the explratlon of the premanu—-
21 | facture notlflcatlon perlod for such substance
29 or mixture or if an order or 1nJunct10n s
| 23 '; .is'sued' 'und'ér. section 5(e) or 5(f) of such' Aét‘
24 the date on Whlch such order or such m]unc-
25 tion is. dlssolved or set asuie
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11
12
13
1 1

15
16

17
18

19
20
21
92

23

24
25

'exeept that the regulatory review perlod shall not l

deemed to have commenced untﬂ a patent has bee

granted for the product or the method of use of sue
product sub]ect to the regulatory revrew perlod

“(d)(l) In the event that prior. to the date of enaotmer :

of thlS section & new drug product was approved on a dat

- more than seven years after the oommenoement of the regu

latory review perlod and during suoh regulatory rev1ev
per1od the patentee was notified that such product’s apphoa

tion Was not approvable under section 505(b)(1) of the Feder

al Food, Drug, and Cosmetic Act and as a result of which the

patentee caused a major health or enwronmental effeots test
to be conducted to evaluate caromogemc potentlal then the
per1od of patent extension for suoh produot or the method of
use of suoh product shall be seven years, if the filing required
by subseetion (5(1) of this Act is made within ninety days of
the date of enactment of this seot1on : o
“(2) Notvvlthstandmg, su‘osectlon (a)(l)(D) in the case of
products approved and for which a stay of regulatlon grant—
ing appro_val pursuant to section 409 of the Federal Food,
Drug, and Cosmetic Act was in ‘effect as of J anuary 1, 1981,
the period of sueh patent extensions shall be measured from

the date such stay was lmposed until such proceedmgs are

finally resolved and oommerolal marketmg permltted if the

-fllmg requlred by subseotlon (b)(1) is made w1th1n mnety days '
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"4 OI the Terminasion of the regulalory review period or or the
“date of enactment of this section, whichever is later.”.

- (b) 'The.a,nalysis for ch‘&pter' 14 of title 35, United States

B~ »

Code, is amended by ddding at the end the following:
155, Restoration of patent term.”. ' L : .
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