“India will emerge
as a hub for

pharma R&D and
manufacturing”
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1Y feel India can take global leaderchip in vaccines and
recombinant praducts. We already have some success stories.

It will & one year in the next month
since India has embarked on tha new
regime. How bd you
summarise its impact on the Indian
pharma cector so far?

The indlan pharma secior has
respanded vary well 10 the challenges of
tha naw product patemt regime Major
phanma companies had already shifted
their focus from imitatee toinneeaiive
research, including new drug disceseny,
Rarhaxy, Or Beddys Laboratonies,
Wokhargt, Nichodas Prrarmal, Cipla, Lupin
et hava craated sate-of-the-an R&D
facilisies 5085 to ke on the global
chalanges

.
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What are the strengths and
opportunities for indlan pharma
companies in an Increasingly
globalised market?

Indian pharmaceutical companiss have
sweral advaniages abundance of tained
mangoiver (especially in chemistry and
PrOCass enginesnngl, cost-campatite
chinical ressarch, low cost manEfacturing
and large mardkets for modem and lilfesiyls
drugs. Thry alse have the advantage of
owailing gouenment support far niche
RAD Inthe area of new drug development.

In Europsa and the US, s number of
args will be gaing off patent during
2005- 2005; this offers & huge opportunity
14 Indisn companies in the domsin of
generc drugs Furthar, Indlan companies
have tremendons potentlal of becoming
manufaciuning parners globally a5 they
Prokle the best cost advantage,

It s s@id that contract research and
contract manusfacturing will be the
nent growth driver for mdian pharma
companies. Your commants on its
prosont state and future potentiel,..
Thir MHCs and THCS are rethinking
af ways i which new idens coold be
generated and brought to the market
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We st build on these ae

n product o, Ao they are under
ETMEnsS prEysune b cut casts for
product-based RED and thoreafiar
preduct manufactuning. They ane this
increasimgly eaploring Indla for contract
research (CAL and contract anidaciuring
(EM), Many aSances that geined entry inmo
Incia aithar for CFLor OM are aperating
suCoei il The focis of such alliances
has not anly been domestic madoes But
Intermaticnal markess 25 well, Sucoess of
same of these alllanoes has led o setting
up of spaciallsed feseanch cenires by the
FINCs. | 5o This Tremd 1o gross fUriher.
India will emerge g5 a hub far pharma
F&D amd manufaciuring,

Biotechnology (BT} is consldered

to be India’s next badt aftar our
accomplishmants in the Inlarmation
Technology (IT) sector. Where do we
stand today In BT and what is the
meed of the hour to lead the race

In & global context?

Prasenthy, the Indian botech industry
carlributes modestly to global markers,
Thee size of the industry |5 just § § balian
But the good news is that It is growing at
araund 3540 per cent aver the past three
wears, |6 shall Becodre andther success
story for s, The National Batechnolagy
Deseddpment Strategy would play an
arabling rale. We need venture caplial
lunding 1o prapel entrepreneurship in thes
segment of industry. We need 0 repicate
successes e that of Blocon,

Ploase give 5 & perspective of the
curreEnt trénds and future challanges for
the Indian bio-pharmaceutical Industry,
What opportunities do you foreses for
value creation on tha glabal |level?

The future balongs 1o bég-
pharmaccuticats, On e regulstary frons,
sha Maghelkar Committae (J005] has
drawm ug & nesw procedural ramework for
Bopharmacsiuticals, which has streamlined

the prociess for the firsz tne in the
country. But it neads 10 be mplermented
fast. | fesd Indlia can rake ghobal leadership
In waccines and remambmant products.
‘Wi alresdy have some sucoess siones, Wo
muEt build on these.

Your thoughts on the next generation
advances in bie-pharmaceutical
inchustry that will bring significant
bangfit to the comamon man...

Fwdiil ik b see the next generatian
popharmagesticals with improsved
therapeutic chasacteristics on ane hand
snd reduced costs oo the athes, Thea
focus should be am gabdmazing and life-
threatening diseases

Phaase shate your experience with
regard to collaboration among
government onganisations, private
sector, laboratories and unlversities o
symergise national R&ED afforis In the
pharmia industry? How would you rate
the prograss made so far and what
mare needs bo be done?

Warious schemes have been faunched
1o foster pallaberation amang various
players of Mational Innoeatan Systom
WIS}, These indude: Pragramme Almed
at Technalogical Sedf Rallarce {PATSER
- BEIA), Homw Grown Technology (HGT-
TIFAC) Drugs & Pharmaceuticass Research
Frogramme (GPAP - DAT | Technalogy
Development Board (TDE - DST): Mew




Millannium |rdian Technology Leadership
Imitlathes (MMITLE - CSIRY; and Sl
Buiiress Innovation Ressanch Inhiative
\SEM| - DETY.

The DPRP is prirmasily fooussed on
synergising the sirengths of publicly
funded R&D instutions and the indlan
pharmaceuticals Industry so & 1o enhanos
thig matics self-relianes in drugs snd
pharmaceuticals aspecially in areas crtical
1 natsaal health reguirements. The
MMITLI waes laurched with an ohjective
to s=cure 2 leadership positian far india
in niche arpas, basad on technobagy
thraugh Team ndia effort in FRF mode.
The schama has bean poeralionaised
- bty nowe 4T massively netwarked prodects
- in diverss SET areas including drugs
and phammaceuticals. WMITLI has beena
tremendous suocess and various noved
preducts could b laynched through the
wedl-focussed praject effarts.

In the domain of drugs and
pharmaceuticals, the descavery af 3 new
drug malecule foe Wwibsrculodis for the first
time in The et 40 years, and development
ol & unigque herbal formulation for
pioriasi throwgh NMITL could be
achieved in 2 short period of two years.
‘Wea noed to put in place mare schemes
Uik NMITLI to istprour industry develap
wiorid-class products,

The RED expenditune of Indian
companies is $till miniszule compared
o the global average standard. What

ili||'u:|'|'éfs annual 5&T budget is 3 & billion, which is iess than

that of Pfizer's annual RE&D budget! | am not worried by the size,

bt by hiow wie lay our baits, how we leverage our strengths and
hiow cleverly we can axploit the public-private parmershlpa!!

neaeds o be done to survive in this
WTD regime?

India’s annual SET budget s 56
biliars This ls bess than that of PRzer's
annual RED budget Yet we have so
many achievernents 1o our credet. Tha s
because a dodar goes wery far In India. |
am roed worned by the sie bt by how
we [3y 0l Daits, Ndw we leverapes our
srremngrhs and haw clewerly we dsn exploit
the public-pinvate padinarships.

‘What sort of measures does India nesd
to take to strengthen the regulatory
framawork with rezpact ta drug
approvals and patents?

overiiment of ndia had canstituted an
Expert Committes under my chainmamship
1 undertake 8 comprebenshe
sxamination of drug reguiatory kssues
including the prablem of spuricus drugs
Tha Commistes enamingd In datall the
wmulsting drug reguilstory scenarkd i
the country as well 35 the presailing
systerns in a nurnber of other countries
and peroemed & gap analysii vis-&-vis
the envisioned dustion, The Committer
recammended revamping of the existing
drun regulatory structure and practicas 1o
achiewe a workd-class systom,

Restructuring of 04, and modefication
of tha Drugs & Cosmetics Ao wene alio
siggested, To endute salety af Indian
Sty sulbjects in clinical research,
sharing of respansibility by &8 the
stakeholders, viz, immestigators, sponsars,
ethacy committens a5 wall a5 regulators
was recommended. Creation of a singe
window cleararce machanism for approval
of varlous applications conderning drug
research and agphoval, including research
materish, etc, within COA was sosght

Alig, ratanalisation of polices and
pracadures presently applicable intha
coumniry for animal experiments was
recammendad 1o avold undue delay. Effort
was thus to furthes improve the drug

reguilatory =nvironment in the countny

and fully align the guidelines and satups
with the global scenaria. &gain, this repart,
reeds to be implemented quickhy,

How can wa facliliate creation of local
venriure capital funds ta help our
phiarma Mdustry T

We already have thess funds - but
the probiem is that “venture’ capital
has 1o assumie the rale of ‘adveniure’
capitali We need to b2 more daring
rathar than having the mindset of a
conventional banker

Whit are the key strengths that
Indian pharma companies can
leverage to make 8 mark in the
international markat?

Tha indian pharmacgutical indusiry
can tash upan aur nch blcdiverdty, large
poal of 58T manpaower, sate-of-the-an
RED infrastructure, cost-effective clindcal
LTz far variaus diveaies, large drug-rahe
palient population, kiw operational costs,
LS FOvA stamdard manufactaring facilites
and globally aligned [P laws,

What s your wision for the Indlan
pharma industey and haw can we fortify
the 'Mede In India” brand for long-term
globel succeas?

| envision. an Indizn pharma indusiry,
which will show three qualities
immawation, compassion and passion,
It shauld de innovatlon of the highsast
order, not embark on beaten paths but
tramarse untrodden gaths: | wil like 5 to
have compaision - espadslly compaision
lar the poor — by creating therapeutics
far the poor that are available, affordabile
and accessible, | will e tham m have a
passion = to ba the best In the waordd -
im terms of quality of thesr prodwects,
the highest ethical standards and
providing value for maney ta the Indian
anid global customers —
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