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dian population and itslow cost
label arethe major attractions
asaclinical trial destination.

Thelnstitute of Clinicd Re-
search (India) dean and afor-
mer professor at All India In-
stitute of Medical Sciences, S
K Gupta, puts India's current
clinica trial business at $700
million (Rs 70 crore).

According to him, intro-
duction of phase| trialswill see
India's clinical trial business
touch $2 hillion (about Rs 8,600
crore) by 2010.

"Clinicd trial business has
seen tremendous growth since
India started participating in
phase Il and phase IlI clinical
trials. Already there are about
400 ongoing clinical trial pro-
grammesin the country. India
is now mature enough to per-
mit phase | trials also", Gup-
ta said.

The multinational phar-
maceutical companies are ea
gerly awaiting the outcome
of the consultations.

"When it comes to phase
| trias, cost isnot themain cri-
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teria. Collected data, reliabili-
ty and confidentiaity become
critical. We are confident that
Indian centres can deliver ICH
GCP (international standards)
compliant results for phase |
trials as we have a number of
excellent centres with al the
required technical expertise
matchingthe bestintheworld,”
said Ranjit Shahani, vice-chair-
man and managing director,
Novartis India

However, representatives
of the public health organisa-
tions, who were part of the
recent consultation, said India
isyet to have capahilitiesto d-
fectively monitor phase | trials.
"Awiderangingpublic debate
is essential before government
can amend the laws to alow
phase | trials.

"Legd protectiontothedin-
ical trial subjects (patients or
health volunteers who under-
gothetrias) should beinplace.
Liabilities of the company and
its responsibilitiestowards the
patient should be spelled out,"
arepresentative said.
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