
The Supreme Court has put a spotlight on clinical
trials by asking the government for details on deaths
linked to them. A clinical trial involves the testing of a
medicine for its safety and efficacy on a sample group
of volunteers and patients before the medicine is com-
mercially launched in a market. The apex court’s di-
rective will help streamline and strengthen the
existing law and bring greater transparency to the way
clinical trials are conducted in the country.

W H Y  I N D I A
Besides the obvious reason of being roughly 40 per cent
less expensive than Western countries as a destination to
conduct clinical trials, India holds out two other major
attractions for drug majors. 

The local population comprises several gene types
(Caucasoid, Mongoloid and Australoid), unlike other
countries that have homogenous populations. Also, people
in India are reported to be “treatment naive”, that is, less
exposed to medicines.

Even though the Indian clinical trial industry was
projected to touch revenues of $1.5 billion by 2010, it is at
present barely over $400 million. And while this could
partly be attributed to the global economic slowdown, it
has also been impacted by the adverse publicity every time
a trial goes awry.

I N F O R M E D  C O N S E N T
Clinical trials in the country are covered
by the Drugs and Cosmetics Act, and a
drug company wanting to recruit volun-
teers or patients to participate in a trial
is mandated to, among other things,
get their “informed consent”. 

The situation gets complicated
when people are not literate or do
not understand the language in the
form. To address this, forms are
prepared in different languages
and participants are asked to ex-
plain back to the recruiters what
they have understood. 

But the situation is still far from
satisfactory, as a trial involving the testing

of cervical cancer vaccines on tribal girls in Andhra Pra-
desh and Gujarat indicated. Though a government in-
vestigation gave the trial an all clear, it did not explain who
gave the consent on behalf of the girls. 
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P O S S I B L E  B E N E F I T S
Clinical trials are allowed in a country so that medicines
can be tailored to the diseases of the local population.
They also expose researchers in the country to global
scientific practices. And patients, for instance those with
advanced cancers for whom no other medicine may work,
could opt to participate in the trial of a new medicine that
is close to being launched in the market. 

So while trials can bring benefits to the local pop-
ulation, the government will have to ensure that volun-
teers and patients are protected, and compensated in the
event of an adverse outcome. 
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