Impact of TRIPS Compliant IPR
Regime on Pharmaceutical
Industry in India

Presentation at the Seminar on Patents
organized by the Institute of Pharmaceuticals,
Health, Medicine & Research (IPHMR)

January 14, 2005

©2005 LEX ORBIS



TRIPS Compliance - The Key
Issues

m Product Patent Regime

m Compulsory Licenses

m Patent Prosecution Issues — Evergreening
m Patent Opposition — post grant or pre-grant

m Data Exclusivity
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Product Patents for ‘medicine’ and
‘drug’

m Patentability

m The dialectics between Sec. 2(1) (j) of the Patents Act, 1970 r/w
Section 3 and Article 27 of the TRIPS Agreement

m “Product” Patents

m New Chemical Entities: Does Art. 27 of TRIPS permit to draw a
distinction between patentable and non-patentable ‘products’ —
say a distinction between NCEs and its polymorphs or isomers
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Excdusi onsfrom Paentability

m Swss-Typed a ns

m Mere new use d known substances — Wththe addtionof the word
“nere” in Sedion Jd, aeweageangtodlowv’ Swsstype new use
da ns?

m D agnhostic VA hods

m Methods d dagnoss o hurmans and ani na s are apparently
unpa entad e under Section Jd) — whether ad sti nti on can be drawn
bet weeninutroandinvivo nethods d dagnosis
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Compulsory Licences

m The wordng o Sc 84 (gounds for invoking CL
provis o) is absolutely unclear. Anyt hing can be
readintoit!!.

m “reasonald erequrenerts d pudicna saisfied’
m “Invertionna avalablea dfordald e [ices’
= “non warki ng’

m Indahas an utested (L sysem It islikd ytha each CL
wou d end upinaCourt of Law
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Post-grant opposition

m Shftingthe burden of povingthe vdidty/invdidty d apaet to
the public (18 mont hs the apdicai onis dready puldished)

m Athrd paty representai on mechan smwhereby any thrd paty can
witetothe Gontrdler onthe paetaality o the da nmed i nverti on
and o the non-dsd osure a wongfu dsclosure of the source o a
bhdogcd naterid inthe applicaion

m Qpposition wll be post-gat. Bfae 1 yea fronthedae o gart.
W | be heard by an Opposition Board — Question —Isit invd aion
o theprindpetha the Gortrdle who gratsthe paent dso hears
an apped agait hs own dedson? Sone peode say YES Sothe
Go Mis cond deri ngthis
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Data Exclusivity

m Does the nandae under At. 393 d TRPS fa
praection of undsdosed tes daa agang ‘unfar
commaad useé neans ‘ bud ness exd uavity

m To wha extendthe ‘paedion o puldic exceptioncan
be usedtolimt the abuse o dataexd us vity

m \What shoudd bethetemf o DataExd ud vty —5 years
o even 10 yeas
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How TRIPS Compliance would
impact the Pharma industry?

m TR PSConplianceisga ngto changetheway Pha na
Conpan es doe bus nessinind a

m TR PSconpiance wll i npact the ertire spectrum of theindustry
-rignt fromDrug Dscovery to narkei ng phar naceui cal
producs

m Paent deaance hastobeapat d For mul &i on Deve op nent
P ograns

m Paet Ria At Searches and Paentaality Assessmentswi|
beconme pat o For mU aiondevd opnent sraeges

m Paent Conflicc Gearance nust recede Roduct Launch
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Can you use patent as a marketing
tool?

What would be a Physician’s response if your sales personnel say that your
product is a patented product?

Does it mean that there is R&D that has gone behind the Formulation
Development?

Does it also mean that a Doctor would understand that the product is not a
copy, it is innovated?

Will the Doctor prefer a patented formulation on grounds that patent
stands for innovation?

January 2005 ©2005 LEX ORBIS



Thank You
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