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REPLIES TO ARGUMENTS RAISED BY GENERIC DRUG INDUSTRY

*?,CONCERNING PROCESS PATENT LEGISLATION 1; S

‘(The arcuments.set'forth?belcw areﬂthefones'faised_byiAIfredeB;fﬁ'fV

'?Englebergﬁin_testimcny”befcrevthe'Senate-Judiciary,Subcommitteeytf
-'on-Patents, Ccpyrlghts, & Trademarks on April-3, 1984, plus P
© others that the generic drug. comcanles ‘have. ralsed .more .
";recently in oral dlscu551ons J L . o

1. THE LEGISLATION WOULD BE COSTLY TO THE GENERIC DRUG
;y:INDUSTRY, REQUIRING THE INDUSTRY TO RAISE PRICES QF GENERIC
-t-DRUGS-j"TI' T TR R L RO R S S
ANSWER:T'Ninety-nine.percent of'genefic drugs sold in this =
country are made from material imported from abroad, according

" to Generic Pharmaceutical Industry Association president william = -
- Haddad, quoted in the New York Times last year. It is unllkely,kg-“'

however that many of these drugs -are being manufactured by

processes patented in the U.S. Research-based drug companies in -

the U.S. feel that most of their lmportant patents are product

o patents,_not process patents.__j

patent owners to grant licenses unless the owner-is

“Even if Lhe generlc 1ndustry had to pay a reascnable royalty on

R some process patents, it seems doubtful. that there would be any_"'D

measurable effect on the prices of" ‘generic drugs. . The generic
industry representatlves vacillate on whether they or their

suppliers in fact are using processes covered by patents. It is

- “important for Congress to schedule hearlngs at an. early date tc S
o elicit more 1nformat10n on thlS.,_ ~ Sl -

“The bill would affect only materlals 1mp0rted after the date of ISTNR
' enactment, so the generic companies would not.be liable for any .= .
'damages for materials imported before the date of enactment. It oo

is true that the- leglslatlon would block the generic companies

~from taking a free ride on the R&D expenditures of blotechnologyﬁjﬂ 5

ccmpanles 1n the future,_but thls 1s only falr. .

. ;2. THE LEGISLATION WOULD BE UNFAIR BECAUSE THE UNITED STATES
- PATENT LAW DOES NOT INCLUDE '‘A. REQUIREMENT FOR THE PATENT OWNER-
TO: "WORK" ”HE INVENTION. ;?JU- .

[ANSWER., Flrst worklng requlrements (requlrements for the
Djmanufacturlng the invention in this country) are:- 1rrelevant tc

. the issue.  Working requirements. are not.a part of Amerlcan ‘
patent law for any type of a patent;.including a product patent.

. No-one questlons the falrness of enfor01ng U S. product patents,a4,_3l;:{w“




jfagalnst products manufactured abroad whlch are brought 1nto thlsg
Second, althbugh it'is truefthat.a:numbergoffforeién countries o
“have working reguirements in their”statutesk'in'practice.these.

provisions are virtually never ‘used. A study by the United o
- ‘Nations Conference on Trade .and Development reported 'very few

instances in. any country af 1mplementatlon of compulsory llcense ,;ﬂgf"

prOVlSlonS"

..3._ IF THE LEGISLATION IS ENACTnD WITHOUT IMPOSING ANY WORKING

REQUIREMENT ON OWNERS OF U.S. PROCESS PATENTS, THE. PATENT . OWNERs_ftff

~ WILL DO THEIR MANUFACTURING ABROAD “CAUSING A LOSS OF JOBS IN
' AMERICA.

-ANSWER: The leglslatlon Wlll pre zerve jobs in Amerlca, not .
cause loss of jobs.  The United States does not prohibit U. S,,
companies from manufacturing abroad, but more often than not -
‘companies which perform research and development in. the United
‘States and obtain patents here will do their manufacturing here,

 provided they are given adequate legal protection against unfalr

'~compet1tlon and piracy by foreign: competltors who have not.

invested in research and development. ~Many factors operate. to'jrz'

encourage U.S. patent owners to manufacture in- the. U S.,

' ._1nclud1ng prOleltY to the large U.S. market.

. Under currentzlaw' in cases where only a process patent ex1sts,'
importers can buy a product from a foreign manufacturer who" '
utilized the U.S. patented process outSLde thls country, thereDy
.cau51ng a job loss here. B . ‘ _

_4 FOREIGN MANUFACTURERS OF GENERIC DRUG MATERIALS WOULD NOT

.- DISCLOSE THEIR MANUFACTURING PRQCESSES, - WHICH WOULD MEAN THAT
- DOMESTIC "USERS" AND "SELLERS" (I.E., U S. GENERIC DRUG ‘

-COMPANIES AND THEIR CUSTOMERS} WOULD BE FOUND LIABLE

aNSWER ' U.S courts have effectlve procedures for protectlng o
- trade secrets.- Courts cah issue protective orders and conduct
. An_camera proceedings. Domestic manufacturers disclose S

- manufacturing processes in confidential court. proceedings

frequently. Contrary to the assertion of the generic drug -
companies, United States ‘courts have a good track record of ff
preserV1ng the confldentlal nature of trade secrets. .

'_Moreover, U.S. ‘generic drug companies can 1n518t ‘as" a

requirement for buying from a foreign manufacturer, that a -
Process: be used that does not infringe a U.S. patent.. It is a
rare case where alternative and economical’ processes are not.
~available. © Foreign manufacturers who are using noninfringing..
Processes will prove this to prospective U.S. purchasers when:
necessary to obtaln sales, or they w1ll glve warrantles to U S.
purchases., v : s AU _ . o




"'b. THE USE OF PRESUMPTIONS IN THE PROPOSED LEGISLATION WOULD

'CREATE AN _UNFAIR SITUATION FOR. IMPORTERS USERS AND SELLERS or jx”"”

GENERIC DRUG PRODUCTS.”EQ

| ANSWER" The proposed leglslatlon requlres 1nfr1ngers other thanAV

. manufacturers to be on notice of the infringement before there

is any 11ablllty Moreover, there would be no presumption that
an imported product had been made by a U.S. process patent: until
- the patent owner had shown a substantial likelihood. that the

product was being produced- by the. patented process., This is the'” T

- same kind of. presumntlon already applled in ITC proceedlngs.':_,

6.. THE REMEDV FOR PROCESS PATENT OWNERS AGAINST IMPORTATIONSIN
PROCEEDINGS AT THE U S INTERNATIONAL TRADE COMMISSION Is R

ADEQUATE.

- ANSWER: The ITC remedy is: inadequate to'protect patent owners - .
from offshore manufacturing for a number of reasons: (1) - -
monetary damages, which can run to tens or hundreds of mllllons
- of dollars for patent 1nfr1ngement awards in federal courts,. are
‘unavailable in ITC proceedings; (2) ITC proceedings are more
"expensive and more uncertain for patent owners than litigation
in federal district courts, because of the need not only to
prove patent infringement but also to prove an "effect or
tendency... to destroy or substantially injure an industry, :
efficiently and economically operated, in the United States...";
(3) temporary exclusion orders are almost. impossible to obtain
from the ITC; and (4) attorney fees are not.available in ITC =
proceedings; (5) the ITC and the President of the United States
apply "public interest" and "forelgn policy" tests which should-
be irrelevant to’ deoldlng whether 1ntellectual property rlghts _
are lnfrlnged.”- S _ - h

7. THE LEGISLATION IS UNFAIR BECAUSE IT WOULD MAKE FOREIGN ACTSi
'THE BASIS FOR A CHARGE OF PATENT INFRINGEMENT WITHOUT MAKING =~
EARLIER FOREIGN ACTS A BASIS TO HAVE THE U.S. PATENT CONSIDERED
TO BE INVALID -

_ANSWER:' Flrst the proposed leglslatlon does not make the

- foreIgn act or ‘manufacturing an act of infringement. The act of -
infringement in the proposed legislation is the importation into -

- Oor use or sale within the United States. Second, virtually all
earlier foreign acts by someone other than. the U.S. patent owner’
== including earlier publication:-or patenting anywhere in the -
_world -- can be used to invalidate the U.S. patent. :The same.”'
earlier foreign acts are available'to invalidate U. S.,process'
patents that are avallable to 1nvalldate u.s. product patents.

- 8. THE LEGISLATION Is INCONSISTENT WITH DEALS WHICH WERE STRUCKfT'
WHEN THE DRUG PRICE COMPETITION AND PATENT TERM RESTORATION ACT_“
WAS PASSED LAST YEAR 3 . _ R . . . =

ANSWER‘ No one’ from the research based drug companles ‘who

worked on the Drug Price Competition and Patent Term Restoration = e



. for extension of process patents under certain circumstances.

'T[lndustrlalrzed countries, in order to give meaning to the

A A T T B St e A T

H, Act last year has any recollectlon of process patent leglslatlon B

. There 15 no 1ncon51stency w1th the " Drug Prlce Competltlon and.“
- Patent Term Restoration Act. . That .legislation clearly provided

" All this new legislation would do is to attribute product
. protection to the product of a patented process, as ln other ‘_V

IQprocess patent ; OtherW1se, thegprocess_patent_ls easrly

"c1rcumvented

“:fﬁi.even being mentloned durlng the extensive dellberatlons on that -

9. THE PROCESS PATENT LEGISLATION WOULD NEUTRALIZE THE: EFFECTS |
'OF THE DRUG PRICE COMPETITION AND PATENT TERM RESTORATION ACT. BY{;

.-DELAYING THE MARKETING OF OFF PATENT GENERIC DRUG PRODUCTS.

I-ANSWER: ThlS is hot correct. A=separate_patent exists on a”I !

- manufacturing process for.a drug only when that process-is a

. separate invention from the drug product. - Chemical compounds,

~ including drugs, can be made by a variety of processes.. GenericI

drug manufacturers and their suppliers can use an unpatented
process to manufacture the drug as soon as the product patent

- expires.. - At least one process for manufacturing the drug has

to be known in order to obtain a product patent. The generic
company and foreign manufacturers are free to use that processrv
4s soon.as the product patent explres. i : E

A eubsequent patent on another Drocess for manufacturlng the

drug cannot be obtained unless that process meets the statutorygsf

process. _The argument about '"evergreening' of drug product

' .requirements for patentability «- a new, useful, and nonobvious. . -

_protectlon bY obtalnlng subsequent process patents is SpeClOUS. B

S10. THE LEGISLATION IS SIMILAR TO BILLS WHICH WERE PROPOSED IN;'E

1967 AND 1968 AND DEFEATED.

' ANSWER: This is. mlsleadlng Although there was some testlmonY_'a

in oppositien to certain bllls in 1967 -and 68 which included
Process patent provisions, the process patent measure had been

recommended in 1966 by the President's Commission on the Patent .. .

System and probably would. ‘have been enacted if it had not been

- in an omnibus patent law reform blll whlch contalned other more;}

,controver51al prov1s1ons. -




