Indian pharma cos fear, novelty won’t pay here

Long negative list of patentability dlscouragmg research and development
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Domestic pharma majors
fearthatthenewnegativeliston
patenting substances will dis-
courage indigenous research
anddevelopment (R&D). Since
they are far from launching a
new chemical entity of their
own, some of India’s largest
pharma companies are focus-
ing on novel drug delivery sys-
tems (NDDS) forthetimebeing.

As the name suggests, these
are alternative methods of de-
liveringadrug.Ifadrugexistsin
the form of a tablet, an in-
jectable, aslow release tabletor
an oral solution would be con-
sideredanNDDSandviceversa.
NDDS are either same mole-
cules or modified molecules or
assortmentofmolecules.

The problem is Indian
patent law has a long negative
listof“frivolousmodifications”
that are ineligible for patents.
These include: salts, esters,

ethers, polymorphs, metabo-
lites, pure form, particle size,
isomers, mixtures of isomers,
complexes, combinations, and
other derivatives of known
substances

According to the law, these
modifications will be deemed
to be the same substance, un-

less they differ significantly in

efficacy.

While WTO’s trade related
intellectual property rights
(TRIPs) accord defines an in-

vention as ‘patentable’ if it is’

‘new’, ‘capable of industrial
application and ‘involves an
inventive step’, the govern-
ment tightened the definition
ofthesetermsinDecemberun-
derpressure fromthe Left.
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Companies like Ranbaxy,
Biocon and Nicholas Piramal
which are working on NDDS
fear that the patents' controller
could rule that an analogue (a
modified molecule) isakintoa
derivative and deny the patent
onthose grounds.

Ranbaxy has applied for
three patents and Biocon a,
clutch of patents for oral in-
sulin. In other major pharma

‘markets, patents are usually’

granted for analogues and de-




