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The Key |ssues -

N

L

#“HFodud” RPaeats

= New Chemcal Etities Does At. 27 d TR PS per mt to crawa
d gindion beween paertable and nonpaertade ‘poduds —
say adgindion anong NCES, newisonmers newirnened aes

ac
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ExdusonfromPatentadlity

N

4
s Mere new use d known substances — Wththe addtiond the word
“nere” inSedion Jd, aeweageangtodlowv’ Swsstype new use
da ns?
4

m Methods o dagnoss d hunans and ani na s ae apparertly
unpa entad e under Section Jd) — whether ad sti ndi on can be drawn
bet weeninuvtroandinvivo nethods d dagnosis
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Compu sory License

#® The wordng d Sc & (gounds for invoking CL
proMsions) Is absd udy unclear. Anything can be read
irtoit!!.

# Indahas an untesded CL sysem Soitis hghy likdy
tha eech . woddend upina Gout o Law. God fa
lawyerd !!
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Post-garnt oppositi on

N

# Shftingthe brden of povingthe vdidtyinvdidty d a paet to
the public (18 mont hs the apdicaionis dready puldished)

# Athrd patyrepresentai on nechan smwhereby any thrd party can
witetothe Gontrdle onthe paetaality o the da nmed i nverti on
and o the non-dsd osue a wongfu dsclaosure of the souwrce o a
bhdogcd naterid inthe applicaion

# QOpposition wll be post-gat. Bfoe 1 yea fromthe dae o gart.
W || be heard by an Opposition Board — Question —Isit invd aion
o thepindpetha the Gontrdle who gratsthe paent dso hears
an apped agait hs own dedson? Sone peode say YES Sothe
Go Mis cond deringthis
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Det a Exd usi vity

# Does the nandae unde At. (3 d TRPS fa praedion d
undsdosed tesd data agamg ‘ufar comnerad Wwse neans
“bus ness exd us vty

# To what edxendthe‘prdaedion o pudic excepion can be usedto
li nnt the abuse d data exd usivity

# An anendnen tothe Dug & Cosnetics Act toprovi de S5years o
data exd us Mty —istha the dedrabl e ropositi on?
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Concluding Remarks

N

# |Pawarenessisdeadlyinoreadanginlnd a

# The 40yeasddsysema limtedter mprocess paatsfa
phar naceuicd producdsisd nost abdished The product petet reg ne
wll changetherde d the gane inlnd an phar meceui cd, ag o-chemcd
and food I ndustri es

4 Multi nationd Phar naceuicd npan es have Satedlooki nga the
| nd an mar ket nmor e seri oud y. The nunber o fadgnpaert filingsin
phar nais expectedto increase cond derald y dter January 1, 2005

# There ae over 5000 patent apdicdaionsinthe Mal Box Many of these
apdicaions aelikd ytoleadtoirfri ngement acti ons.

# The number o faa gnpaer filingsi nphar nais expectedto increase
cond derald y dter January 1, 2005
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The Challenges Ahead.....

Untested principles compulsory licenses —
availability & affordability of price

Tested patent prosecution strategies of
major pharmaceutical companies

Tested Patent Enforcement Strategies of
overseas pharmaceutical companies

Lack of IP preparedness

Absence of a competent patent bar
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