
"t 

OISS FORM 51 (Rev. 11-82) 

CONGRESSIONAL RECORD 
PROCEEDINGS AND DEBATES OF THE 98TH CONGRESS 

SENATE 

BILL 

S. 1306 

DATE 

May 17, 1983 

PAGE(S) 

S6863-64 
Action: 

Introduced by Mr. Mathias, e t a l . 

•fl 



By Mr. MATHIAS (for himself, 
Mr. BAKER, Mr. THURMOND, Mr. 
BIDEN, Mr. PERCY, Mr. DOLE, 
Mr. LAXALT, Mr. HATCH, Mr. 
DECONCINI, Mr. BAOCUS, Mr. 
HEFLIN, Mr. DENTON, and Mr. 
GRASSLEY): 

S. 1306. A bill to amend the patent 
law to restore the term of the patent 
grant for the period of time that non
patent regulatory requirements pre
vent the marketing of a patented 
product; to the Committee on the Ju
diciary. 

PATENT TERM RESTORATION ACT OF 1983 

• Mr. MATHIAS. Mr. President, 
today we introduce the Patent Term 
Restoration Act of 1983, an attempt to 
set straight a serious problem in the 
patent system. Our bill would give 
back to the inventor, up to a maxi
mum of 7 years, the time lost while 
the new patented product clears all 
tests required by the Federal Govern
ment. The predecessor of this bill in 
the 97th Congress, S. 255, passed the 
Senate without a dissenting vote on 
July 9,1981. 

Current law wisely requires exhaus
tive premarket tests to make sure that 
certain products are safe for the 
public and the environment. However, 
in testimony at the Judiciary Commit
tee hearing in April 1981, we learned 
that over the past 20 years, as tests 
became more elaborate and time con
suming, the inventor has been left 
with less and less of the normal 17-
year patent. These tests eat into the 
life of the patent in such a major way 
that the inventor can commercially 
exploit it for only a few years. This 
degradation undermines the basic ra
tionale of the patent system. The 
pharmaceutical drug and agricultural 
chemical industries are particularly 
hard hit, at a time when they face rap
idly rising research and development 
costs and stiffening competition from 
overseas, where full patent protection 
is more dependable. 

My bill in no ways affects the Feder
al safety and environmental testing re
quirements. In fact, it may even 
remove some of the pressure to rush 
the tests along. Simply stated, it would 
correct the serious inequity in the 
patent system that accidentally results 
from these testing requirements. I was 
personally touched by a recent death 
that followed a 30-year battle against 
Parkinson's disease. I have no doubt 
that sometime soon a cure for that dis
ease will be found by a university lab 
or a drug company, or even a lone in
ventor, whose incentive to invest time, 
sweat, money, and brainpower is based 
at least in part on the prospect of se
curing a valuable 17-year patent. 

Our patent system has given us 
many life-saving medical break
throughs. The expectation of great re
wards spurs great risk taking, and I 
remain convinced that inventors de
serve that full 17-year patent. On bal
ance, the public will be the ultimate 
winner. 

The present version of the bill incor
porates some technical improvements 
over the previous bill, and allows in
ventors to choose which patent they 
want to apply the restoration to— 
either the patented product itself or 
the. patented process by which it's 
made, since the Government subjects 
both patents to the same exhaustive 
scrutiny. 

Last year the House Judiciary Com
mittee, under the leadership of Chair
man KASTENMEIER, revised the Senate-
passed bill extensively before report
ing it, and I expect that the Senate Ju
diciary Committee will want to exam
ine those recommendations carefully 
in the course of our deliberations on 
the bill this year. 

I urge all my colleagues to give care
ful consideration to this effort to 
strengthen the U.S. patent system, 
bearing in mind the words of its origi
nal architect, Thomas Jefferson, who 
thought that "ingenuity should re
ceive liberal encouragement." 

I ask unanimous consent that the 
text of the bill be printed in the 
RECORD. 

There being no objection, the bill 
was ordered to be printed in the 
RECORD, as follows: 

S. 1306 
Be it enacted by the Senate and House of 

Representatives of the United States of 
America in Congress assembled, That this 
Act may be cited as the "Patent Term Res
toration Act of 1983". 

SEC. 2. (a) Section 155 of title 35 of the 
United States Code is amended by— 

(1) striking out "Notwithstanding" and in
serting in lieu thereof "(d) Notwithstand
ing"; and 

(2) striking out "5 155. Patent term exten
sion" and inserting in lieu thereof the fol
lowing: 
"8155. Restoration of patent term 

"(a)(1) Except as provided in paragraphs 
(3) and (4), the term of a patent which en
compasses within its scope a product subject 
to regulatory review, or a method for using 
or a method for producing such a product, 
shall be extended from the original expira
tion date of the patent by the amount of 
time equal to the regulatory review period 
if-

"(A) the owner of record of the patent 
gives notice to the Commissioner in compli
ance with the provisions of subsection (b) 
(1); 

"(B) the product has been subjected to 
regulatory review pursuant to statute before 
its commercial marketing or use; and 

"(C) the patent to be extended has not ex
pired prior to notice to the Commissioner 
under subsection (b)(1). 

"(2) The rights derived from any claim of 
any patent extended under paragraph (1) 
shall be limited— 

"(A) in the case of any patent, to the 
scope of such claim which relates to the 
product subject to regulatory review; and 

"(B) In the case of a patent which encom
passes within its scope a product— 

"(1) which is subject to regulatory review 
under the Federal Food, Drug, and Cosmet
ic Act. to the uses of the product which may 
be regulated by the chapter of such Act 
under which the regulatory review occurred; 
or 

"(ii) which is subject to regulatory review 
under any other statute, to the uses of the 
product which may be regulated by the stat
ute under which the regulatory review oc
curred. 

"(3) In no event shall the term of any 
patent be extended for more than seven 
years nor shall more than one patent be ex
tended for the same regulatory review 
period for the product. 

"(4) The term of a patent which encom
passes within its scope a method for produc
ing a product may not be extended under 
this section if— 

"(A) the owner of record of such patent is 
also the owner of record of another patent 
which encompasses- within its scope the 
same product; and 

"(B) such patent on such product has pre
viously been extended under this section. 

"(b)(1) To obtain an extension of the term 
of a patent under subsection (a), the owner 
of record of the patent shall notify the 
Commissioner, within ninety days after the 
termination of the regulatory review period 
for the product to which the patent relates, 
that the regulatory review period has ended. 
Such notification shall be in writing, under 
oath, and shall— 

"(A) identify the Federal statute under 
which regulatory review occurred or, if the 
regulatory review occurred under the Feder
al Food, Drug, and Cosmetic Act, the chap
ter of the Act under which the review oc
curred; 

"(B) state the dates on which the regula- • 
tory review period commenced and ended; 

"(C) identify the product for which regu
latory review was required; 

"(D) state that the requirements of the 
statute under which the regulatory review 
referred to in subsection (a)(1)(B) occurred 
have been satisfied and commercial market
ing or use of the product is not prohibited; 

"(E) identify the patent and any claim 
thereof to which the extension is applicable 

- and the length of time of the regulatory 
review period for which the term of such 
patent is to be extended; and 

"(F) state that no other patent has been 
extended for the regulatory review period 
for the product. 

"(2) Upon receipt of the notice required 
by paragraph (1), the Commissioner shall 
promptly publish in the Official Gazette of 
the Patent and Trademark Office the infor
mation contained in such notice. Unless the 
requirements of this section have not been 
met, the Commissioner shall issue to the 
owner of record of the patent a certificate 
of extension, under seal— 

"(A) stating the fact and length of the ex
tension; 

"(B) identifying the product and the stat
ute under which regulatory review occurred; 
and 

"(C) specifying any claim to which such 
extension is applicable. 
Such certificate shall be recorded in the of
ficial file of the patent so extended and 
shall be considered as part of the original 
patent. 

"(c) As used in this section— 
-"(1) the term 'product' means any ma

chine, manufacture, or composition of 
matter for which a patent may be obtained, 
and includes the following: 

"(A) any new drug, antibiotic drug, new 
animal drug, device, food additive, or color 
additive subject to regulation under the 
Federal Food, Drug, and Cosmetic Act; 



"(B) any human or veterinary biological 
product subject to regulation under section 
351 of the Public Health Service Act or 
under the virus, serum, toxin, and analogous 
products provisions of the Act of March 4, 
1913 (21 U.S.C. 151-158): 

"(C) any pesticide subject to regulation 
under the Federal Insecticide. Fungicide, 
and Rodenticide Act; and 

"(D) any chemical substance or mixture 
subject to regulation under the Toxic Sub
stances Control Act. 

"(2) the term 'major health or environ
mental effects test' means an experiment to 
determine or evaluate health or environ
mental effects which requires at least six 
months to conduct, not including any period 
for analysis or conclusions. 

"(3) the term 'regulatory review period' 
means— 

"(A) with respect to a product which is a 
food additive, color additive, new animal 
drug, veterinary biological product, device, 
new drug, antibiotic drug, or human biologi
cal product, a period commencing on the 
earliest of the date the patentee', his assign
ee, or his licensee— 

"(i) initiates a major health or environ
mental effects test on such product, the 
data from which are submitted in an appli
cation or petition with respect to such prod
uct under the Federal Food, Drug, and Cos
metic Act, the Public Health Service Act, or 
the Act of Congress of March 4,1913; 

"(ii) claims an exemption for investigation 
or requests authority to prepare an experi
mental product with respect to such product 
under such statutes; or 

"(iii) submits an application or petition 
with respect to such product under such 
statutes. 

and ending on the date such application 
or petition with respect to such product is 
approved or licensed under such statutes or, 
if objections are filed to such approval or li
cense, ending on the date such objections 
are resolved and commercial marketing is 
permitted or, if commercial marketing is ini
tially permitted and later revoked pending 
further proceedings as a result of such ob
jections, ending on the date such proceed
ings are finally resolved and commercial 
marketing is permitted; 

"(B) with respect to a product which is a 
pesticide, a period commencing on the earli
est of the date the patentee, his assignee, or 
his licensee— 

"(i) initiates a major health or environ
mental effects test on such pesticide, the 
data from which are submitted in a request 
for registration of such pesticide under sec
tion 3 of the Federal Insecticide, Fungicide, 
and Rodenticide Act, 

"(ii) requests the grant of an experimental 
use permit for such pesticide under section 
5 of such Act, or 

"(iii) submits an application for registra
tion of such pesticide pursuant to section 3 
of such Act, 
and ending on the date such pesticide is 
first registered under section 3 of such Act, 
either conditionally or fully; and 

"(C) with respect to a product which is a 
chemical substance or mixture for which 
notification is required under section 5(a) of 
the Tcxic Substances Control Act— 

"(i) which is subject to a rule requiring 
testing under section 4(a) of such Act, a 
period commencing on the date of the pat
entee, his assignee, or his licensee has initi
ated the testing required in such rule and 
ending on the expiration of the premanu-
facture notification period for such chemi
cal substance or mixture, or if an order or 
injunction is issued under subsection (e) or 
(f) of section 5 of such Act, the date on 
which such order or injunction is dissolved 
or set aside; , 

"(ii) which is not subject to a testing rule 
under section 4 of such Act, a period com
mencing on the earlier of the date the pat
entee, his assignee, or his licensee— 

"(I) submits a premanufacture notice, or 
"(II) initiates a major health or environ

mental effects test on such chemical sub
stance or mixture, the data from which are 
included in the premanufacture notice for 
such substance or mixture, 
and ending on the expiration of the pre
manufacture notification period for such 
substance or if an order or injunction is 
issued under subsection (e) or (f) or section 
5 of such Act, the date on which such order 
or such injunction is dissolved or set aside; 
except that the regulatory review period 
shall not be deemed to have commenced 
until a patent has been granted for the 
product which is subject to regulatory 
review, for the method for using such prod
uct, or for the method for producing such 
product. In the event the regulatory review 
period has commenced prior to the date of 
the enactment of this section, then the 
period of patent extension shall be meas
ured from such date of enactment.". 

(b) The analysis for chapter 14 of title 35. 
United States Code, is amended by amend
ing the item relating to section 155 to read 
as follows: 
"155. Restoration of patent term.".* 




