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The last decade has witnessed clinicians in developing
countries gaining recognition as investigators for many
sponsor initiated multicentre rials. This is indeed a
welcome change as it has provided an impetus for inves-
tigators in these countries to gear up and meet world
standards. This is exemplified by the fact that the
Ethics Committees across countries are increasingly
becoming compliant with International Conference on
Harmonization-Good Clinical Practice (ICH-GCP) guide-
lines, laboratories are making efforts for Good Laboratory
Practice (GLP) accreditation, indigenous clinical trial regis-
tries have been set up [1] and programmes to train clinical
research co-ordinators/monitors and investigators are
being undertaken at various levels. Contributions have
also been made by generating informed consent tem-
plates [2] and by producing teaching materials for clinical
trial participants [3]. However, with the recent upsurge
of sponsor initiated clinical trials, investigator initiated
clinical trials have taken a back seat.

High on the agenda for pharmaceutical company-
sponsored clinical trials are new drug development or
expanding the indication profile of their drugs. Questions
such as comparative efficacy of one drug over another or a
medical management with surgical/interventional man-
agement, strategies to ease drug dosage schedules, quality
of life issues, exploration of alternative systems of medi-
cines are not frequently explored in these trials. These are
objectives of concern in investigator-initiated trials and the
findings of these trials have important bearing for practice
and for making health related policies [4]. Many investiga-
tors have the keenness and also the know-how for initiat-
ing and conducting such trials. However, the task is not
easy if GCP standards are to be maintained. Funds are a
major crunch.

Government funding agencies/research groups/
associations in the west have from a long time realized this
need and have sponsored such investigator-initiated trials
which have contributed significantly to furthering medical
knowledge. Key examples would be the Diabetes Control
and Complication Trial (DCCT), the Antihypertensive and

Lipid-Lowering Treatment to Prevent Heart Attack Trial
(ALLHAT) and Clinical Antipsychotic Trials of Intervention
Effectiveness. There are some examples from the develop-
ing countries as well such as Supplementation with Mul-
tiple Micronutrients Intervention Trial (SUMMIT) [5], the
SPEAR trial to compare chloramphenicol vs ampicillin plus
gentamicin for community acquired very severe pneumo-
nia in children in low resource settings [6], the ongoing
CORONIS trial to compare various surgical techniques
for Caesarean section. Interestingly the funding for such
studies has come from agencies such as the World Health
Organization, the Fogarty International Center of the
National Institute of Health, Center of International Health
and Development of Boston University and Johns Hopkins
Bloomberg School of Public Health to name a few. This is
indeed one of the options for investigators in developing
countries but self-reliance should be the ultimate goal.

All this would need a great deal of commitment from
government aided agencies not only for providing funds
for the conduct of the studies, but also for establishing
systems for overseeing and ensuring GCP-compliant
conduct of these trials. A government agency or scientific
societies could play a constructive role in this regard. To
start with, investigators who have published pilot trials
could be encouraged to evolve their studies into
adequately sized (if need be multi-centre) studies. A list of
unanswered questions addressing the indigenous needs
could be prepared and a list of investigators with proven
credentials could be drawn up. For this, investigators with a
past track record of conducting and publishing their trials
should be chosen. Furthermore, these investigators could
be helped to develop final protocols with inputs even from
various experts the world over.The trial registration should
be ensured. Evaluation of reports of the monitors, data
safety monitoring board and audit of the trial could help in
paving the way for the conduct of GCP compliant trials.

Some problems are indeed expected. There could be
concerns about the legal issues such as compensation to
the participants in case of injury, insurance of the investi-
gators, staff for ensuring quality control and quality
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assurance, inter-departmental and inter-institutional col-
laborations. However, none of these is insurmountable.
Successful models are available [7, 8] and benefits could be
derived from them to suit the needs of our country.

Over a period of time sponsor-initiated trials con-
ducted in developing countries have forayed into the
medical literature and created their impact on medical
practice. There is no reason why investigator-initiated
pragmatic trials should lag behind.
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