‘Ensuring data protection is crucial for clmlcal activity’

Incorporated inIndiain 1994, RocheSc;ennﬁc Com-
pany (India), is a wholly owned subsidiary of the Basel
(Switzerland)-based F Hoffmann LA Roche (FHLR). In
1993, FHLRenteredintoanagreementwithNicholas Pi-
ramallndiatomarketandmanufacturesomeofitsprod-
ucts, but this was terminated in 2003. Roche is now
goingonitsown, andlaunchingAvastin, itscancerdrug,
here, just a few months after its global launch.
DrGTelang, thecompany’s managingdirector, spoketo
MG Arun onthenew patentscenarioand Roche’s future
plansinindia.

There was much euphoria that with the heralding of
product patents in India, global pharma companies
would step up their activities in the country in a big
way, be it in product launches, clinical trials, or re-

search & development. Do you see this happening? -

Itisareallywelcomestepthatthe governmenthasin-
troducedpatentsinthe country. Thepharmaceuticalfra-
ternity has now been asked by the authorities to give
theirviewsonthedraft patentlaw. Ingeneral, the indus-
tryfeelsthatmoreclarityisneededintwoareas: thedefi-
nition of ‘patentability’ as per the Draft, and the issue of
pre-grantopposition. [ feel that the issue of data protec-
tionalsoneedstobe addressed, since thatis essential for
MNCs to do their clinical studies with confidence in the
Indian market. Now, evenif the regulatorynorms are in
place,implementing thembecomesanissue. Itisdoubt-
ful whether the office of the Drug Controller General of
India (DCGI) has the necessaryinfrastructure to ensure

efficientimplementation.

Of course, it’s true that all these issues will not be ad-
dressedovernight. RochehasafaithintheIndianregula-
tory environment, and we were confident the system
would change for the better over time. The amendment
tothe Schedule Y of the Drugs and Cosmetics Actis wel-
come, whereby international drug companies can now
conduct multi-centre phase [ and phase II throughout
the country. This is a very strong step to show the world
thatthecountryisglobalising.

Roche India has a strong portfolio in oncology, trans-
plantationandvirology. Butourmainthrustistheareaof
oncology. We have received the DCGI approval and
would be soon launching Avastin, a product that has
emerged through biotechnological research. Avastin is
the first anti-angiogenic drug in the world and is the re-
sult of Roche-Genentech research. Another drug we
have applied for approval and are looking for a 2006
launchisintheareaoflungcancer.

What is your marketing model for these new prod-
ucts, consideringthattheyarehighlypriced?

The marketing model that we follow is one of out-
sourcing distribution and keeping the core competence
ofresearchand medicalinformaticswithinthe organisa-
tion. We closely monitor the distribution network of our
drugssincethedrugsaredistributedviaacold chainand
therefore need to be maintained at particular tempera-
tures. Wesupportourdistributorsbyprovidingthemthe
necessaryinfrastructure forthesame.

We follow the practice of therapy management,
wherebywe identify patients, see where the drug fits.
We use the service of scientifically skilled persons,
comprising phatmacists, microbiologists and
biotechnologists, who will be able to explain the tech-
nicalaspectsofthe moleculetothedoctors. Theytrack
patients’ progress and make sure drugs are adminis-

. tered as per the defined, customised portfolio. We

have a team of 50 trained personnel, out of which 18
arededicated tothe oncologyportfolio. -

FHoffmann-LARochehasidentifiedIndiaasamajor
outsourcing hub for its activities, What are your out-
sourcingplansontheclinical trials front?

Roche’s outsourcing to India are in the areas of IT, de-
velopment work, drug safety, and purchase of interme-

diates.In2004, Roche’soutsourcingherewastothetune .

of more than seven million Swiss francs. In the area of
clinicaltrials, weareintheprocessofrecruitingmoreand
more professional clinical research associates (CRAs).
We are also identifying clinical research organisations
(CROs) to whom we can outsource clinical activity. The
clinical trials that will soon be conducted are mainly for
rheumatoidarthritis, and gastriccancer.

The sites for the study are awaiting evaluation. Pa-
tients for these are to be recruited by October this year.
Theextendedaccessprogramme (EAP) for Avastinisgo-
ingon,andwehave alreadyrecruited 18 patientsforthis
ambitiousproject. Rochehasreceived approval fromthe
DCGI for its study assessing MabThera for non-

Dr G Telang, managing director, Roche

Hodgkin's lymphoma, and for another study assessing
Pegasysmend stagerenaldisease.

The prima study in non-Hodgkin's lymphoma hasa
follow up period of s;xyearswhn:h makes it thelongest
trial in India. This is being done across three“ centres m
Delhi, Bangaloreand Pune.

However, we do not envisage a research céntrein In-
dia in the near future, although Roche had set up ares
search facilityin Chma &



