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Clinical Trials in India: Balancing economic
opportunity with the public health context

A surge of interest in clinical trials in India is evident following the opening up of
the Indian market to multinational pharmaceutical companies for conducting
clinical trials on new drugs, which they can accomplish at a much lower cost in India
than in more developed countries.1–4 Some estimates suggest that annual business
from clinical trials outsourced to India will build up over the next 5 years to hundreds
of millions of US dollars or even exceed a billion US dollars, but others consider these
as overestimates.1–3 With the setting-up of many private for-profit contract research
organizations,3 the situation raises issues related to ethics and capacity, and the need
to balance economic opportunity and public health interests.

Public health in India
The public health situation in India is far from optimal, with a disproportionately
high disease burden and a health system that is not effective in providing preventive
and curative services to a large section of India’s poor population, for which there are
several systemic reasons.5–7 Health research, which generates knowledge to improve
health, is not only meagre overall in India but is also disproportionately low in public
health and in several major diseases/conditions that contribute a large proportion of
the disease burden.8 It would be undesirable if further distortions were caused by
clinical trials research driven by multinational pharmaceutical companies without
concurrent benefits to the health of Indians. Such distortions could occur due to
various reasons. Drugs, vaccines and devices that undergo clinical trials in India may
not be related to the major causes of disease burden here. Commercial pressures may
lead to more emphasis on clinical trials for expensive therapeutic drugs than on
preventive vaccines and cheap drugs. Ethical aspects related to human subject
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participation in research may not be fully addressed as the regulatory systems to
monitor clinical trials are not in place in India, which may result in harm to
participants of clinical trials.

Although undesirable effects are possible, it would be unwise to ignore the
potential benefits if clinical trials were to be enhanced appropriately in India. Besides
attracting international investment, clinical trials could stimulate development of
skills in clinical epidemiology and applied research, which are sorely lacking in
India. The outsourcing of clinical trials to India is an opportunity which needs to be
harnessed in a manner that yields improvements in the health of the population in
India. For this to happen, two issues should receive attention, namely systems for
regulation and research capacity strengthening.

Systems for regulation
Effective systems for regulation should include a national registry for all clinical
trials, a competent approval procedure for clinical trials’ protocols for new drugs and
new uses of existing drugs, and implementation of rigorous ethical guidelines for
clinical trials. The need for establishing registries for all clinical trials is now widely
accepted to ensure complete reporting of both favourable and unfavourable results.9

This was highlighted by some recently reported major drug side-effects that went
unidentified during the trial phases.10,11 The necessary but tedious task of setting up
a registry in India would be facilitated if lessons learnt from the American and
European experiences were assimilated and adapted to the Indian context.12–14 India
has had its share of unethical and illegal clinical trials,15,16 and some unapproved
trials may still be occurring. The regulatory authority that grants approval for clinical
trials of new drugs in India is the Central Drugs Control Administration of India.17

It is widely believed that the technical skills and administrative capacity of this
authority must be enhanced substantially if an effective and efficient process for the
scrutiny of clinical trial protocols were to become a reality. The quality and
effectiveness of ethical review mechanisms for research on human subjects through
Institutional Ethics Committees in India is highly variable. Mechanisms need to be
developed for this system to be monitored by a competent national authority with
powers of awarding penalties for violations.

Capacity building in clinical research
Indigenous capacity in the conceptual aspects of clinical trials’ research needs to be
strengthened in India. This includes designing sound clinical research studies,
advanced data analysis and scientific reporting of results. Two areas that need
development of expertise are clinical epidemiology and biostatistics, which could be
linked with the recent initiative to set up schools of public health in India.18 As
pharmaceutical companies would benefit from this skills development in India, this
is an opportunity for public–private partnerships to build research capacity in clinical
epidemiology and biostatistics. This capacity building could be made sustainable if
applied and public health research in India were planned strategically.6–8 With skills
development in the conceptual aspects, clinical trials are more likely to address the
major causes of disease burden in India than if multinational companies were to drive
the design and thrust of clinical trials in India. This does not imply that collaborative
efforts with multinational companies are not desirable, as these can be mutually
beneficial if partnerships are equitable. An area that needs particular attention is the
application of clinical trials’ research tools to tap the vast potential of the traditional
systems of medicine in India.

Collaborative effort of stakeholders
Development of regulatory systems and research capacity strengthening cannot take
place unless various stakeholders agree to some basic minimum rules. This process
has begun as is evident from a recent workshop on clinical trials involving a range
of stakeholders from the government, academia, industry and civil society held at the
Administrative Staff College of India in October 2005, and a national conference on
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bioethics organized by the Indian Journal of Medical Ethics in November 2005,
which included a component on clinical trials.

Outsourcing of clinical trials to India is part of a larger globalization and
knowledge economy process which, along with its potential benefits and downsides,
seems set to proceed as the dominant theme of global development over the near
future.19,20 Countries that draw up wise and innovative strategies to deal construc-
tively with this seemingly inevitable shrinking of the world would stand the best
chance of maximizing gains and minimizing losses from this process. As there is
potential for mutual benefit, it would be desirable to capture the clinical trials’
outsourcing opportunity in a manner that enables economic returns to India and the
multinational companies, as well as tangible benefits to public health. These are not
mutually exclusive if wisdom and foresight are exercised to develop the regulatory
systems and indigenous research capacity required to keep these two objectives in
balance.
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