‘MR. RAILSBACK S AMENDMENT TO H R 1937

RELATING TO PROCESS PATENT

On page 2, 11ne 3 after the word product" add-the.follow-z .
ing ' subject to regulatory revieW'" and on llne 4 after the
wOrd usrng ‘add "such“ and on line 4 after the word-ﬂproduct"
add “or a method for produc1ng such a product " | o
| Page 2 11ne 2, strlke paragraph (2)" and 1nsert.rn 11eu
thereof "paragraphs (2) and (3)" and on page 2 after 1line 22
_1nsert the folloWLng new paragraph

"(3) The term of a patent Wthh encompasses w1th1n its

scope a method for producrng a product may not be. extended

'1'under thlS sectlon 1f-s '

TT(A). the owner of record of such patent is also the owner '
'Of record of another patent whlch encompasses within 1ts_scope
the same product and | | _. | | K |

'(B)p such patent on such product has been extended under

this section." p'

CONFORMING AMENDMENT

E On page 4, llne 1 strlke product or method for usrng a.
On page 4, 11ne 5 after the word 'use" add "or of produc1ng
On page 5 llne 15 after' usrng insert or “of producrng.

On- 11ne 18 after u51ng 1nsert Yor of produc1ng " _On line 23

B -after "using" 1nsert or of produc1ng

On page 6 11ne 1 after u51ng 1nsert;"or'of producing;"

On page 8 11ne 7 after u51ng iﬁSértf"or-df produing.”



MR, RATLSBACK'S AMENDMENT
RELATING TO PROCESS PATENTS = .
PRODUCT, USE AND PROCESS PATENTS -

'Background o _ _ |
| H R 1937 prov1des for the restoratlon of both patents
coverlng a product (product patents) and patents coverlng a
.method for using a product (use patents) but does not cover
.a method for maklng a product (process patents) , Product
'patents ‘are more valuable and enforceable because competltlve
products are out 1n the marketplace and 1t is relatlvely easy
for the patent owner to tell whether his product patent has been
1nfr1nged and by whom. A use patent on the other hand is for
a partlcular use of a product and is con51dered 1ess valuable
' because to enforce ‘such a patent anrowner must sue,the user,
.'rather'than.his“competitor whichds'inefficient and creates bad
| ﬁill' Honever recently“the U.S. 'Supreme Court .448 U.S. 176
a (1980), approved of enforclng a use patent by a contrlbutory
1nfr1ngement sult agalnst one s competltor | o

The patent laws requlre (35 U.S.C. 112) that at 1east one
:process for maklng a product be dlsclosed 1n a patent appllcatlon.
As a result if the nrocess ig patentable,vthe orlglnal process
1w111 be patented at about the same tlme as is the product $he
_patent owner is’ requlred by-—35 U S.C. 102 (b) to f11e for any
dprocess patent that was descrlbed in hlS appllcatlon For a product'
patent w1th1n a year. From the owner's v1ewp01nt process patentsh
_are less de31rab1e than product patents because they too, like

“use-patents, are dlfflcult to police. ' The 1nfr1ng1ng act1V1ty



_covered by a process patent typically takes place 1n a competltor sh
-plant rather than in the ‘open market Also process patents do
~mot necessarlly grant thelr owners exc1u51ve rlghts in a partlcu-
-lar product llne. There may be many-. processes for makrng a pro-
bduct'and if so, competltors are free to use them.
H R 1937 does not restore process patents. For:nost products,
' -_that s no b1g deal because if you have a product patent there is
usually a process whlch 1s part of the product patent but the
:'problem arlses when the 1nventor of a process is unable to obtain |
a patent on the product whlch is a result.of a partlcular process.
For example gasollne j The product 1tse1f gasollne is not
patentable because the patent law requ1res that an 1nvent10n must
:be novel 1n order to be patentable and the product gasollne is
old, Thrs is so even where important characterlstlcs of the
product were never before recogn:zed In such 51tuat10ns the
' Therefore 1f all an.lnventor has is & process patent Whlch had
': to go through several years of regulatory review, H.R. 1937 as

wrltten makes no prov1310n for restorlng that patent.

”’The Genentech Case

Genenteoh is a small Callfornla company founded five yearsp
.ago in the bellef that genetlc englneerlng technology could be
‘made to produce practlcal beneflts in the pharmaceutlcal and
other flelds | Today, three products of Genentech research are
presently undergorng the human cllnlcal testlng that is requlred

. before marketlng approval can be obtalned ‘human 1nsu11n, human
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_-growth hormone and 1nterferon, all made by genetlcally englneered
mlcroorganlsms. |
The process for the blosynthetlc productlon of human inter-

feron- u31ng new gene- spllclng technlques 111ustrates the problem
'~because human - 1nterferon has always existed, a'prbduct patent
- cannot be ohtalned because of lack of novelty. While the Patent
and Trademark:Office thus treats the'product:as‘old;'the Food
and Drug Administration.has taken'the pOsition”that when such.a
substance is made by genetlcally englneered mlcroorpanlsms it will
be treated as a new drug. Thus, because it is old in the eyes of
. the Patent and Trademark offlces (therefore no'prbduct patent),
dbut new in the eyes of the Food and Drug Admlnlstratlon, 1t w111
‘;be subject to premarket approval but not entitled to patent term
restoratlon.under the present verelon of;H.R. 1937. My amendment
fdwould correct this 1nequ1ty | |
Please note that thls 1s an extremely 11m1ted amendment

:lt would only apply in instances in Wthh ‘because of a processi
" by Whlch a product is made the p]Oduct 1s requlred to undergo
_premarket approval._ It would not apply, for example 'in'instances
in~whichda produCt cannot 1mmed1ately be marketed becausepof
gem1331on standards. or env1ronmental 1mpact statements. .ggdgr

Hmy-amendment there fiust be a direct relatlonshlp between the

“wise stated the amendment would apply 1n 1nstances in whlch an
"old“ product must undergo federal premarketlng anproval because

'of the new process by whlch 1t 1s made. I understand that the



.genefiCddtug.companiesshavedetgued'thet adoptiou.of a'ptoceés
'patehttamendmeut‘would fesult”in evergreenxng or pyramldlng
product’ patents ' Thls is not correct The patent 1aws requlre
that at 1east one method of maklng a product be dlsclosed in a
_patent appllcatlon i As-a-result if the'process is patentable
the orlglnal process w111 be patented at about the same time as
is the product 1f the process is not patentable,_lt becomes
‘avallable immediately. Thus, both the product, such as a drug,
3and.the originai_methOd of making it wiil become available to
the'public.et'about the time the product petent ekpires:
However to completely assure that there can be no ‘pyre-

-mldlng my amendment also provides that an owner of record of

| da product patent cannot also apply for an’ exten31on of the



