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ndian generic drug firms court US off-patent market

. Pallavi Ail
Mumbai, March 24

contestingforthenexteropof  drugs where innovators can
drugs under the auspices of sue generic drugmakers
the Hatch-Waxman Act, a seekingto infringe onthein-

18 are specialty drugs —com-
mandingrelatively highmar-
gins and generating double

compared with traditional
therapies. |
These drugs target com-

cancer, multiple sclerosisand
rheumatoid arthritis.
A glance at the major

that the top Indian players —
Sun Pharmaceutical Indus-
tries, Lupin, Dr Reddy’s,

TTH $32 billion

the return on investment

plexhealth conditionssuchas

genericdruglitigation shows

Cipla and Glenmark - are type of litigation specific to

‘novators’ patent. It is not im-

worth of drugs go- e i R o _ ..., mediately known whether
ingoff patentinthe . - any of these firms would
next two years, Indian phar- IMPORTANT GENERIC LEGAL CHALLENGES UNDER HATCH-WAXMAN ACT w Ew:% any of the drugs “at.

i . ma companies are going all : zEbznﬁw T NN D EE R AN . risk”. An atrisk launch is

; ‘ out to launch generics in the “ : when a generic company
US market, the worlds ) — : Celgene_ NatcoPharma 0.813 puis a product on the market
largest; patent-related litiga- Alimta Sun Pharmaceutical Industries Sustiva Merck; Bristol-Myers Cipla, Aurobindo 0158 before resolving outstanding
tion for at least 18 drugs is Celebrex Pfizer Lupin Treanda Teva Dr Reddy’s Laboratories, Hetero Labs, patent lawsuits againstit.

_ pending in US courts. While = Copaxone Teva  NatcoPharma - - o Sun Pharma, Glenmark, Intas om While historically Indian
the gencrics opportunity may Gleevec Dr Reddy's Laboratories Truvada Gilead Cipla, Lupin 211 firms have won cases in US
not seem very large in the Lyrica ‘Plizer Wockhardt Vimovo AstraZeneca; Dr Reddy's, Lupin 0.651 courts, there are some excep-
near term, the SE sales of Mozobil Sanofi - i DrReddy's Laboratories. .= Merck; Pozen . tions — a landmark judg-
EmmMmm.”.hm.w by wﬂmn\m.ﬁom w Nexium AstraZeneca Aurobindo Pharma, Wockhardt - Vimpat uce - M“mac.n ”:M,,ﬂ_m. w:ﬂvvﬂaocu:m::? ; MsmiEu:%aﬂmowsmeMMHm
was illion in . Eig] - - - - enmark, Hetero Labs, Ranbaxy, - tonix , a drug use
of these are hlockbusters — ”_wm_nwz “uw<q_w nwa___h_ :ﬂwﬂ_ﬁwnmqﬂ ME:M v:w::w Sun Pharma, Zydus Cadila 0.479 acid refluxand which earned
industry term for medicines ec ovartis M“Mmmmwm_ w_:h_mnw_.:ﬂw un Pharma, o015 - Zometa Novartis Wockhardt, Sun Pharma 0.005 for its innovator, Pfizer, sales
that generate more than §1 | e o e : TOTAL 28.997 of about 52 billien in CY07.
billion in sales. Moreover, all Bloomb e e e e « Continued on Page 2
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Israel-based Teva Pharma-
ceuticals Industries and In-
dia's Sun Pharma launched
generic versions in 2007 and

' 2008, respectively, but Sun
Pharma had to shell out $550
million. In fact, Pfizer man-
aged to get 72% of the initial
asserted claims of $3.1billion
fromallgenerics companies.

“The Protonix settlement
doeshave implicationsforthe
entire sector..as it may dis-
suade companies from at-
tempting 'at-risk’ launches
and the implied corollary of
reduced ‘at-risk' launches

means that innovators likely -

tohavean upper hand during
settlement negotiations in a
litigation,” Credit Suisseana-
lystshad observed.
»» Underthe HW Act,agener-
Jesplayerhas20daysfrom the
day the US Food and Drug Ad-
‘ministration accepts its ab-
breviated new drug applica-
tion (ANDA) to notify the
branded company of its in-
tention to challenge a patent.
- The innovator has 45 days
from date of receipt of this
notification to challenge this

.application and file a patent.

infringement lawsuit. On fil-
ing of this lawsuit, the USF-
DA stays the approval of the
ANDA for 30 months or until
the court resolves the patent
issue, whicheverisearlier.

However, there are situa-
tions where a generic drugs
company wins a case against
an innovator company and
the branded drug company
appeals against the judg-
ment. If during this period
the30-monthstayexpiresand
the USFDA grants approval
to the copycat version, the
generic drugs company may
launch the drug before the
verdicton the appeal.

“If the decision rendered
by the appeal court is in
favour of the innovator com-
pany, ie, decision of the dis-
triet court has been reversed
than the generic company
can be sued for innovator
drug company’s actual dam-
ages, treble damages and at-
torney fees depending on the
facts and circumstances of
the case. The amount of dam-
agespaid by generics in cases
of at-risk launches, if the
patent is held valid and in-
fringing will entirely depend
on the facts and circum-
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+ stanees -of -each:case;” said
_Ajay Chandru, senior mem-
- ber, IP team, Nishith Desai
Associates. '
“This would be an at-risk
launch,” Motilal Oswal ana-
lyst Alok Dalalsaid. “If thein- .
novator wins the appeal, the
generic drugmaker becomes
liable for potential damages
depending on the losses in-
. curred by the innovator com-
. pany” Datd over the years
+ - show that companiés are en-
gaging in fewer cases under
the HW Act. However, therate
of decline is higher with re-
" spect to foreign drugmakers
i like Teva, Actavis and Mylan
© +as compared with Indian
' players. '
t*  HSBC analyst Girish
-~ "Bakhru said that on an aver-
" age, most specialty therapies
have competition limited to
+ less than five players which -
leads to a reasonable market
~ share and generates at least -
- double the return on invest-
' mentascompared with tradi-
- tional therapies where there.
.*'canbeinstancesof morethan .
; 10playersinthemarket. . .
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