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Clinical Trial Subjects in India—
Lessons for Asia

Through this editorial, we call attention to the broader implications of the 
issues mentioned in the paper of Nadimpally, Ambhore, Venkatachalam and 
Bajpai regarding the experiences of clinical trial subjects in India. The issues 
are not really new, although the paper discusses them in relation to policy 
changes made in that country and in the context of clinical trials viewed from 
the perspective of trial subjects. It is not because the issues are new that they 
are worth revisiting. On the contrary, the issues deserve renewed interest 
because they are quite old and yet they continue to put a cloud on efforts to 
protect the interests of human subjects of clinical trials. The issues also affect 
people in many countries, including India’s Asian neighbors.
 Among other things, the paper highlights the decision of some patients to 
enroll in the clinical trials because they cannot afford available treatment for 
their disease or medical condition. Although there were subjects who spoke of 
being motivated by an altruistic desire to help the patients themselves if the 
drug being tested in the clinical trial proved to be beneficial, “free treatment” 
proved to be one of the strongest factors influencing the decision to parti-
cipate. One informant spoke of the lure of receiving free treatment for 
one year while others spoke of the high cost of alternative treatments. The 
subjects’ focus on the availability of “treatment” indicates that therapeutic 
misconception was pervasive. The therapeutic misconception perhaps has been 
heightened by the hierarchical relationship that exists between physicians and 
patients as illustrated in a respondent’s decision to participate because of a 
feeling “that the doctors were offering him a service, and doing him a favour, 
and hence … that he should not ask too many questions.”
 Trust in the medical profession is obviously important as it gives 
patients and research subjects the necessary confidence: “The doctor and the 
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coordinator gave their phone numbers to me, so that in case of any problem 
I could get back to them. They were very friendly.” However, such trust could 
occasionally be misplaced and even exploited by the unscrupulous. One re-
spondent reported being promised “free check ups and tests for all the health 
problems” only to realize that after giving consent “only a test for cancer” 
would be done.
 As the paper says, the trust that patients put in the medical profession is 
so strong, making it “difficult for physicians to make the distinction between 
a clinical trial and treatment adequately clear to patients.” At the same time, 
the hierarchical trust in doctors raises concerns about the nature of consent: 
“Such enrollment of CTSs in clinical trials is due to the undue influence of 
the doctor on the patient. It definitely raises questions on the voluntariness 
of consent and informed consent of the participants of the clinical trial 
[inasmuch as] … doctors play a major role in influencing the CTSs to parti-
cipate in the trial. Such practice of doctors is not only unethical but also in 
conflict of interest to the treatment interests of their patients. There appears 
to be a conflict of interest between the personal interest and professional 
responsibilities of the doctor who is in a position of trust.”
 In general, the paper observes that “economic conditions of the CTS along 
with high costs of treatment appear to play a major role in influencing their 
decision to participate in a clinical trial.” In addition, the paper notes that 
“more than 50% of the CTSs are not well educated and have just completed 
their secondary school education, and do not have well paying jobs or sources 
of income to cover their costs of treatment and health care, including diag-
nostic testing costs. All these factors increase their vulnerability … in clinical 
trials.”
 The paper also points out that structures and processes intended to ensure 
the ethical implementation of clinical trials are being put under pressure by 
a strong pharmaceutical lobby coupled with the Indian government’s predis-
position to outsource and privatise clinical trials. In a way, such structures 
and processes effectively become the battleground for a conflict of interest 
between the government’s pursuit of economic interests within the medical 
field and the ethical concerns relating to the conduct of clinical trials using 
human subjects.
 The conflict of interest has been imbedded in the conduct of biomedical 
research because, underlying the concern with the ethical treatment of sub-
jects, is the interest in economic growth spawned by the activities within 
the pharmaceutical industry. The paper mentions the drop in the number of 
trials approved for implementation in India. While the authors are concerned 
about the unethical treatment of subjects when trials are conducted, there are 
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those who will be worrying about the missed opportunities for employment, 
research output and revenues. The fact is that pharmaceutical industry invest-
ments go where the ease of doing business is rated highly.
 Among the factors that have made India attractive to companies conducting 
drug trials is its huge population. Obviously, this feature is not unique to 
India. Among the world’s continents, Asia as a whole has the biggest popu-
lation. It also has a number of countries with rapidly growing economies. 
If they have to choose among these countries, investors in pharmaceutical 
research are bound to go where they can do business most easily. Profits  —  
return on investments  —  is not a big factor at this stage since the marketing 
of the goods produced is not necessarily going to be done where the research 
is conducted. On the other hand, resoluteness in the implementation of ethical 
regulations can be a big factor that gets in the way of doing business. It 
can drive investments away, as may be gleamed from the experience referred 
to in the paper. Resoluteness on the part of the Drug Controller General of 
India in protecting the rights of clinical trial subjects apparently has led to 
a significant drop in the number of trials conducted in that country. As a 
consequence, the unconsummated trials have presumably been proposed for 
implementation elsewhere, taking a path of less ethical resistance. What this 
illustrates  —  in addition to the conflict of interests  —  is de facto competition 
that extends across several countries interested in the benefits arising from 
being the site of industrial clinical trials.
 The existence of this competition is a vulnerability easily exploited by 
industry in order to advance its business interests, but at the expense of the 
ethical validity of research. Rather than playing into the hands of industry, 
vulnerable countries need to get organized and make sure that they are able 
to implement ethical standards in the face of such competition. The situation 
countries face is not radically different from what they encounter within their 
own jurisdictions when research institutions compete among themselves for 
research money offered by industry or by funding agencies. Some countries 
have put together structures and policies to prevent ethics forum shopping. 
These structures and policies need to be implemented on a regional and 
global scale. To be sure, international bodies such as the World Health Organi-
zation, the United Nations Educational, Scientific and Cultural Organization, 
the Council for International Organizations of Medical Sciences, the World 
Medical Association, and others have issued many international guidelines. 
It remains for individual countries to ensure harmonised implementation of 
pertinent guidelines in order to deal with vulnerabilities triggered by eco-
nomic competition.
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