‘Patents, access to drugs is the issue

THE Geneva-based Intema- .
tional Federation of Pharma- -

ceutical .- Manufacturers &

Associations (IFPMA) compris-:

es 55globalpharmaceutical ds-
sociations and 26 pharma
companies including develop-
ing countries like India, China,
Russia, and the OECD coun-
tries. IFPMA works with inter-
national organisations like the
WHO, WTO, UNAIDS, the
World Bank and the Medicines
for Malaria Venture (MMV) on
healthcare issues, and is an in-
terface between the industry
and international institutions.
Dr Harvey E. Bale, Director
General, IFPMA, spoke to M G
ARUN on the Indian healthcare
and pharma sector; during his
recentvisittoMumbai.

Why should multinational
companies feel that the is-
suesregarding patentability
and compulsory licensing
are n’t well addressed in the
new Indian patent system?
Don’t developing countries
like India require such safe-
guards to ensure drug avail-
ability at affordable prices?
All countries have patent
safeguards and have the right
and abilitytoimplementcom-
pulsory licensing in emer-
gency circumstances. In the
mid-1980s,Koreabecameone
of the first countries in Asia to
develop an effective patent
legislation. Now, countries
like China, Mexico and Chile
have taken this up. Singapore
has initiated a good bio-
sciences programme.
ItisimportantforIndiaand
the rest of the world to have a
good balance between imple-

mentation of innovation poli- °

cies and those that give better

accesstomedicine. Thereisno -

conflict between a patent sys-
tem and the public’s access to

medicines. The Indian phar- .

ma industry has been debat-

ing this poiht fora few years.

India has a good generics
base. Now product patents

have also been introduced.

Is this a good progressxon? v

Different countries have
movedat differentspeeds For
India, the patent regime goes
well beyond the pharma sec-

tor, and encompasses agricul- .

ture and food sectors. Every
country has to look at their
own situation. The lesson
learned globally is that you
can have a strong patent sys-
tem and a very strong generic
sectoraswell. India hasbuilta
strong chemistry base, and al-
soagenericbase.

quired. CountnessuchasChl .
na, parts of Latin America, -
have, '
‘jumped into the _innovation .

Mexico  and . Chile

bandwagon more aggressive-
ly. India needs to do that not
justinpharma, butalsoinagro
business, . -chemistry, food,
biotechnology and environ-
mental technology, where the
issues are similar to the phar-
masector. '

The companies that pur-
sued NCEs have failed right

The future of theworldisin

information - sciences - and _

technology. This is where the

-value add for India is. I have
‘worked - with ~ Hewleft-  nies
‘The mduslry feels it should

Packard; and we were out-
sourcing software from India
eveninthe 1980s. Based upon,

averygoodrecognitionofcon- . :
. tract and copyright laws, the. -
" IT sector-has grown here. IT -
 and the film industry are the * -

leading high technology secs

tors forIndla

Is the; lack of protection of -
Bangladesh will have strong
. generic business that will un-

ideas pushing Indian scien-

¥ tists to work in the US to de--

velop pharma and blotech' ‘

. products? -
Properbalancebetween in-"-

novation and generics-is-re--

in.the clinical trials of the
molecules déveloped This
high-risk, hlgh investment

‘businiess requires compa-

focus on the generic sector.

... Whatisyourview?

Generics_business shoﬁld

-‘notbecomehkecommodmes,
“where there is not too much

difference between products
of competitors. India should
be wary of China in generics,
and inanother 15 years, other
developing - countries = like

dercutIndianbusiness.
Indiahastolookatwhathas

been made possible in China,

Singapore- and. -.Malaysia,

where the focus is not on just
NCEs, but also modifications

.of the drug, significant inven-

tionsthatarenotobviousfrom -
the point of view of the origi-
nal compound. There is a
tremendous need for patients
to have better versions of ex-
isting drugs, not only new
molecules like what Dr Red-
dy’sistrying todevelop. Some
time earlier, Ranbaxycameup
with a modified molecule, a
one-a-day _ciprofloxacin li-
censed to Bayer, and it was
successful. That is a good
model.

-The Indian population
needs new and better antibi-
otics, better pain medicines,

psychiatric or diabetes drugs.
Most innovation is incremen-
tal. Weneed toallow the grad-
ualevolutiontotakeplace.

Incremental innovation or
evergreening of drugs is go-
ing tobenefitthe MNCsonly,
whoaretheoriginal innova-
tors. How do you think Indi-
an companies will benefit?
Therehavebeenafewcases
inthe US and the Bush admin-
istratiori undertook a review
of certain casesthatitfeltwere
in line with strict patentibility
issues. ‘But sometimes ever-
greening is also applied to in-
cremental innovations, which
is a mistake. Today, there are
20.anti retroviral drugs in the
market for HIV AIDS. This is
because patients are increas-
ingly developing resistance to
existing therapies, and you
need incremental innovations
to give patients more options.
" Evergreening is often a mi-
nor modification. Here, the
original compound can go
generic regardless of the new
improved ‘compound. When
the legal status of the original
compound expires, generic
companies are free to manu-
facture thecompound. Thisis-
sue needs more understand-
ing, and willneitherbeabarri-
er to' Indian companies nor a
huge benefit to multinational
corporations. . . ... ... 4.



