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Get prudent with Em patents law

qo start with, India should rethinkiits * m<m_,.m3m=_=o argument given to justify Section 3(d) rules

Protection of intellectual property
" rights (IPR) is an important contribu-
tor to economic, social and technologi-
cal progress in a country. Recently, [P
protection, particularly in the phar-

" maceutical industry butalsorelated to

other sectors, has generated much de-
bateinIndia.
Patents are granted to encourage.in-

- ventors to not only ‘invent’ but to dis-

close their invention rather than keep-
ing them as trade secrets. Inventors,
working independentlyoraspartof the
“research and development department
of ‘a business enterprise, feel encour-
aged by astrongpatent systemand com-
panies are able forecover their R&D in-
vestments from the exclusivity which
the patents provide. According to inter-
national and Indian patent laws, for an

; * invéntiontobe patentable, itmustsatis-

fy three conditions, namely:

m it must be new (referred to as the

- novelty requirement),
mit must be non-obvious: Aowms called
the inventive step)and,
mitmust be capable of industrial ap-
" plication (referred toas utility).
One of the issues that has been the
subject of debatehasbeen Section 3(d)of

~ tion3(d)wasinsertedinin-
" dian ]aw in 1970, but in its
- present form, it was intro-

the Indian Patent Law. Sec-

ducedonly inthe year 2005.
Section 3(d) says that cer-
tain subject matters are
not considered inventions
and that the mere discov- -
ery of a new form of a
known substance can only
be regarded as an inven-
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nal form once the earlier
patent has expired. This
means the idea of ‘cver-
greening’ Is simply unfair
and not true.

In the Novartis Glivec
case, the Indian Supreme
Court held that provi-
sionsof Section3(d)effec-
tively added a fourth sub-
stantive  criteria to
patentability, that of en-

tion if the new form re-
sultsinanenhancementin
the known efficacy of that substance.
Many argue that Section 3(d) is nec-
essary to prevent so-called ‘ever-green-
ing’ or the attempts by companies to
make trivial changes the subject matter
to keep prolonging the lifetime of their
patented products beyond the 20-year
life term. However, onceapatentexpires
anyone canuse that technology and ap-
ply for a patent on improvements that
satisfy the three conditions to be
patentable. Accordingly, if a company
obtains a patent on a new form of a
known compound, that need not pre-
ventthepublicfrommanufacturing, us-
ing, or sellingthe compound in its origi-

hanced efficacy. Novartis’
application for a patent
was objected to and denied by the Con-
troller of Patents citing various rea-
sons including that the application is
barred under Section 3(d) of the Act.
The Surpreme Court held that phar-
maceutical patents are subject to a
higher threshold for patentability
than non-pharmaceutical patents.
Some have also argued that Section
3(d) preventsfrivolous patentsand that
the proof is inthetens of thousands of
pharmaceutical patentsthat have been
granted to companies. While it may be

truethatIndian hasgranted numerous -

pharmaceutical patents,lookingat the
total number of patents granted is not

the appropriate way to characterise
the strength of the IPR environment.
Pharmaceutical patents can berelated
to different inventions ranging from
manufacturing steps to delivery de-
vices to new molecule discoveries, and
the number is not necessarily indica-
tive of a singlenew drug.

The nuances of India’s patent laws

will continue to generate attention and .

it is important to understand the myri-
adcomplexities of Indianpatentlawsin
the pharmaceutical and other arenas.

Just as each nation must take its
own culture, values and norms into
consideration when crafting laws and
regulations, India’s patent system
must remain fundamentally Indian.
The challenge for the Indian govern-
ment will lie in creating a system that
rewards innovation and risk and that
also remains in sync with long-estab-
lished international precedents and
laws. The degree to which the govern-
mentof India can accomplish thisdel-
icate balancing act will determine the
future of innovation in India.
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