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1 am Gerald J. Mossinghoff,:the President of the Pharmaceutical
IManufacturers'Assoctation. I am accompanied-today‘by Dr. A1an'LDUrie5'Viee'
fﬁPre51dent Corporate Patents and Trademarks and Assoc1ate GeneraI Counsel

- 3Sm1thK11ne Beckman Corporat1cn, and the Cha1rman of the PMA Patent Comm1ttee

o The PMA is a nat1ona1 trade assoc1at1on represent1ng 109 pharmaceut1ca1 :
| "compan1es who are respons1b1e for the vast maaortty of new drugs 1ntroduced
: _.1n the United States and y1rtua}1y all pharmaceut1¢a1 research_and deveTopment |

-Iundertaken inrtnis country,:_PMA companies rely on the incentives of our.E

: patent System ih-conddcting'their research and devetopment activitteé and:
.regularIy obta1n patent protect1on on the resu]ts of the1r efforts S. 1543,

'-the Process Patent Amendment of 1985 wou]d strengthen our patent Taws by
,e]1m1nat1ng the-opportun1ty for copters:toravoad-JnfrTngement of process_'

: patents and effectjver_obtain.free use of:U.SI research and development =
texpendttures. PMA therefore strongty suppdrts enactment ef:this legisiation.
We note that this Tegis]ation ts also supportad by.a broad range of companies
and industry assoctations-and that the President's Commission on Industrial

“Competitivenese recommended-strengthening af process patents. President
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Reagan's recently announced set of trade 1n1t1at1ves a]so cites to the need

_for better process patent protect1on

S. 1543 would amend the patent code to give the owner of & process
1_ patent the right to bring anhinfringement action against someone who uses,
sel]s_or'imports into the-United;Statesha product produced by the patented

process Thus-a company=wouid-not be able to circumvent 1egitimate rights

-~fioW1ng from a process patent s1mp?y by pract1c1ng the process in a fore1gn 1'.

country. ‘This amendment is needed to e11m1nate a def1c1ency in our patent
taw and bring U.S. law into conform1ty with the patent laws of other major .
_industrialized trading:partners, inc1uding-west:Germehy, France, and the_

| “United Klngdom. A provtsion for-proteCtion of the product made by the -

'patented process is a1so 1nc1uded 1n the EurOpean ‘Patent Convent1on.

The 1eg1siat1on will genera]1y benefat companies which seek to patent
innovative manufacturing processes, 1nc1ud1ng pharmaceut1ca1 and chem1ca1
compan1es, and can be expected to have an 1mmed1ate impact in the emerg1ng
field of b1otechno1ogy where product patent protect1on may not be available.

.A1so the legisiation shou]d a]so help preserve domestic jobs since a manu-
facturer wi]} tend-to invest in U.S. manufactortng facilities if patent

owners are more fully protected.

The principal oppostion to $.1543 has come from a trade association

. representing manufacturers of generic pharmaceuticals. The 1egis]atfon




_1nc]udes 11m1tat1ons wh1ch in our view: adequately address any 1eg1t1mate
.7concerns the gener1c drug 1ndustry may have w1th th1s 1eg1s]at1on._ There
'1s an appropr1ate prov1s1on in the bill which protects the innocent infringer.
rAiso the Tegis]ation onip applies_to products'produced_or_imported.after |
' h.enactment' and there is a grandfather c1ausemto protect those-aiready in
substant1a1 and cont1nuous commerc1a1 product1on pr1or to enactment The
) aleg1s1at1on wou}d properly deter gener1c companies from 1mport1ng druos

made by the U.S. patented process and force their supp11ers to-sw1tch to an'f

unpatented process This shoqu be no great burden s1nce chem1ca1 compounds ;-:-"

-are genera]]y ab]e to be made by any of a variety of processes

| S 1543 is a]so cons1stent w1th the Drug Pr1ce Compet1t10n and Patent
‘Term Restoration Act of 1984 That Teg1slat1on fac111tates the approva] of
abbrev1ated new drug app11cat1ons at the t1me of patent exp1rat1on If a
_patent holder has e1ected to extend a process patent the gener1c copier
shouTd not be ab]e to c1rcumvent that patent pr1or to- exp1rat1on by hav1ng
the process ‘performed outside of this country. I should note that a process
' patent whether extended or not will not preclude a gener1c company from

'-.se111ng a drug whose product patent may have already exp1red

The.bi]1 should include a provision for.reversa1 of the burden of
fproof'in appropriate situations...we therefore ask that S. 1543 be revised
to incorporate Section-295 in H.R. 1069, introduced by Representative Moorhead:

A rehuttable presumption should be.estabiished in certain instances so that




| ;._a product that could have:been made by a patented'process is presumed made o
'_by that.process.' A shift ih'thesburden of proof wouId not create a-substantial
hardsh1p since the a]]eged 1nfr1nger 1s in a much better pos1t1on to estab11sh
that the product was made by an unpatented process. Such a shift is essent1a1
:1f the process patentee is to have an effect1ve remedy aga1nst an. 1mporter
51nce the Taws of most. countr1es do not have adequate d1scovery mechan1sms‘

of the types sanct1oned by Un1ted States courts.,

'j-we a}so.recommehd some 1tmited revisions‘to'the‘orandfather brovisiond
in Secti.on 3 to clarify that investments must be made in the .U.n"ited States
by the person who- w1shes to 1mport, use or sell: the product produced by the
patented process outsxde the United States We wou]d apprec1ate the opportun1ty

.oto ass1st your staff in deve]op1ng appropr1ate 1anguage

"This concludes my phepahed statement. Dr.'LourTe_and I_appreciate

the opportunity to_appear before this Subcommittee in-support of S. 1543.




