97TH CONGRESS
1ST SESSION 1] ﬁ

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

IN THE HOUSE OF REPRESENTATIVES

FEBRUARY 18, 1981

Mr KasTeENMEIER (for himself and Mr. SAWYER) introduced the followmg bill;
_which was referred to the Commlttee on the Judiciary

To amend 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 enacled by the Senate and House of Representa-
2 trves of the Uniled S taleé of America in Congress assembled,
3 That this Act may be cited as the “Patent Term Restoration: |
4 Act ol 1981”7,

b Suorion 1. Title 35 of the United States Code, entitled
6 “Latents” is amended by adding the {ollowing new section

inmedintely wftor section 154:
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“§155. Restoration of patent term’

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

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

method for using a product, subject to a regulatory review

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

regulatory review period for such product or method if—
“(A) the owner of record of the patent gives
notice to the Commissioner in compliance with the pro-
visions of subsection (b)(1);
“(B) the product or method has been subjected to
a regulatory review period pursuant to statute or regu-
lation prior to its comfnercia,l marketing or use; and

“(C) the patent to be extended has not expired

prior to notice to the Commissioner under subscetion

(b)(1).
The rights derived from any claim or cluims of any patent so
extended shall be limited in scope during the period of | any
extension to the product or method subject to the regulatory
review period and to the statutory use for which regulatory
review was required. | 5

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

tended for more than seven years.

“(b)(1) Within ninety days after termination of a regula-

tory review period, the owner of record of the patent shall

notily the Commissioner undor oath thai the regulndory
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1 review period has ended. Such notification shall be in writing

2 and shall:

3

o

e} w 1 &

“(A) identify the Federal statute or regulation
under which regulatorv review occurred

“(B) state the dates on which the regulatory

‘Teview pcriod commenced and ended;

“(C) identify the product and the statutbry use for
which regulatory révie.w. was required;

“(D) state that the regulatory review referred to
in subseciion (a)(1)(B) has been satisfied; and

I 1dent1£y the claim or claims of the patent to

wluch the extension is applicable and the length of

“time of the regula.tory review period for which the

term of such patent is to be extended.

“(2) Upon receipt of the notice required by paragraph

(1), the Commissioner shall promptly (A) publish the informa-
tion noticed in the Official Gazette of the Patent and Trade-
mark Office, and (B) issue to the owner of record of the
patent a cortilicate of extension, under seal, stating the fact
and length of the extension and identifying the product and
tho statutory uso and tha claim or elaims to which such ox-
tonsion is Il.|)[}|i(‘.tl.l;](!. Sueh eertifiente shall bo recordod in tho
official {ilo of each patent extended and such certificate shall

be cousidered as part of the original patent.

““(c) As used in this section:

.o, 1017ilh
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“(1) The term ‘product or a method {or using a
product’ means émy machine, manufacture, composition
of matter or any specific method of usé thereof for
which United States Letters Patent can be gralited and
includes the following. or any specific method of use
thereof:

“(A) any new drug, antibiotic 'd.rug, new

animal drug, device, food additive, or color addi-
. tive subject to reguia,tion under the Federal Food,
Drug, and Cosmetic Act;
| “(B) any buman or v.ctcrina,ry _biological
product. subject to regulation under soction 8561 of
the Public Health Serviee Act or under the virus,
serum, toxin, and analogous products provisions of
the Act of Congress of March 4, 1913,

“(C) any pesticide subject to regulation
un&er the Federal Inseéticide, Fungicide, and Ro-
denticide Act; and -

“(D) any chemical substance or mixture sub-
ject to regulation under. the Toxic Substances
Control Act.

“(2) The term ‘major hoalth- or cilvirm'un‘mlt'nl of-
fects test’ means an experiment to determine or ovalu-

ate health or cnvironmental cffocts which roguires nt
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six months to conduct, not including any period

for analysis or conclusions.

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

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

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

product involved.

“(4) The term ‘Tegulatory review period’ means—
“(A) with respect to a food additive, color

additive, new animal drug, veterinary biological

'~ product, device, new drug, antibiotic drug, or

human biological product, a period commencing

on the carliest of the date the patentee, his as-

“signee, or his licensee (1) initiated a major health

¥
or onvironmental elfccts test on such product or a

‘method for using such product, (i) claims an ex-

emption for investigation or requests authority to
preparc an experimental product with respect to
such product or a method for using sueh produect

under the Federal Food, Drug, and Cosmetic Act,

*the Public 1lealth Service Act, or the.Act of Con-

H.R, 107—th

gress of March 4, 1913, or (iil) submits an appli-
cation or petition with respeet to such product or
a method for using such product under such stat-

ukes, and ending on the date such application or

polilions wikli respect Lo such produel or o method
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for using such product is approved or licensed
under such statutes or, il objections are filod 10
such approval or license, ending on the date suels
objections are resolved and commerein mnrkr-t.iﬁ;;
is * permitted or, it commercial m.:n'lu'.!,in;: T
initially permitted and Jater revoked pending fir-
ther proceedings as o result of sueh objections,
ending on the date such proceedings sra linally
resolved and commereml marketing is |)m'|nil.lgc!(t;

“B) with respect to o })(!SLI(‘.E(‘U, e period
commencing  on tho onrliest of the dato the

patentee, his assignee, or his licensee () iniliates

~u major hicalth or envirommental effecis tost on

such pesticido, the duta from which is submilied
o request for registration of such  pesticideo
undor section 3 of the Federal Insecticide, Fungr-
cide, and Rodenticide Aet, (i) :'u..quu.«:i..‘«' e granl
of am.exlmrilncm;n.l use pernil under Hm:l.inn 5ol
such Act, or (i) submits nn applicntion for regis-
tration of such pesticide pursuant Lo :snutfi(m 3ol
such Aet, and ending on the dale sueh pesticido is
first vegistered, cither eonditionaily or fully;

“(Y with respeet i.u nochomiend substnnen or

mixture for which notification is required sador

v et th
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section 5{a) of the Toxic Substances Control

Act—

“(1) which is subject to a rule requiring

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

period commencing on the date the patentee,
his assignee, 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 scetion 5(e) or 5(f) of suech Act, the

date on which such order or injunction is dis-

“solved or set aside;

“(ii) which is not subject to a testing

rule under section 4 of such Act, a period

- . L] h ’ ) )
~commeoneing on the earlicr of the date the

patentee, his assignee, or his licensee—
| “t) submits & premanufacture
notice, or
“(I1) mitintes n major health or en-
viconmental elfeets test on sueh sub-
stance, the data from which is included
in the premanufacture notice  for such

substnnee,
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and ending on the expiration of the premanufac-

ture notification period for such substance or if an

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

5(1) of such Act, _the 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 been subjected
to Federal premarketing regulatory review, a
period commencing on the date when the pat-
entee,.lﬂs assignee, or his licensee initiates actions

pursuant to a Federal statute or regulation to

obtain such review prior to the initial commercinl

marketing in interstate commeree of such product

and ending on the date when such review is

“completed,
except that the regulatory review period shall not be deemed
to have commenced until o patent has been granted for the
product or the method of use of such product subject 1o 1'.}1;3
regulatory review period. In the (:'v.nni;. the regulalory review
period has commenced prior to-the effective date of this sec-

tion, then the period of patent extension lor such product or w

method of using such product shall he measured from the

effective date of this section.””.
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