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The commentary (1) identifies important issues relating to 
the responsibilities of physicians, researchers and regulatory 
agencies.

The American case

Patients with advanced cancer at times feel that there is an 
unmet need. The need is to try out for themselves drugs 
deemed to be still in the experimental stage by research 
workers and by regulating agencies.

This unmet need is analogous to the need felt by patients 
suffering from advanced motor neurone disease to try out 
stem cell infusions.

In such cases the need does evoke sympathy. Running out of 
options for treatment, the desperate patient, knowing that 
death is around the corner, is willing to take risks not permitted 
by law, regulating agencies or research workers, in the hope of 
staving off the disease and postponing death. The patient and 
family can claim, with justification, that they have ascertained 
the state of knowledge on the drug and are willing to take 
whatever risks are involved in the use of the drug. Lack of 
informed consent is thus not an issue.

The stand adopted by the American regulating agencies and 
courts is rational, scientific and intended to benefit patients.

Lack of adequate knowledge of efficacy and safety cannot be 
ignored on the grounds of desperation. The sad fact remains 
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that medicine is an evolving science and we have much to 
learn. The use of potentially harmful and dangerous treatment 
cannot be permitted until experiment has eliminated risks and 
shown that whilst the treatment is effective, it is also safe.

The Indian trial

There can be no justification for the use of a drug that has not 
yet been tested in human beings for efficacy and safety except 
under strictly controlled conditions and after obtaining the 
sanction of regulatory agencies.

The researchers in America and India knew that the respective 
national and local ethics committees had not sanctioned the 
study.

The researchers in India knew that they were bypassing a 
provision laid down under the Indian law to prevent Indian 
subjects from being used as guinea pigs.

They also knew that the trial they were conducting could not 
have been carried out in the USA by the American researcher 
who instigated the Indian experiments.

In this case an “unmet need” cannot be invoked, for the subjects 
knew little about the drug being used and were provided little 
if any opportunity for using their own judgement or exercising 
choice. In fact the principle of informed consent was also 
blatantly violated.

Clinical Research workshop

A workshop on clinical research methodology is being organised in Lucknow on 10-12 December, 2008, under the aegis 
of the US National Institutes of Health and the Sanjay Gandhi Postgraduate Institute of Medical Sciences (SGPGI).

The workshop will focus on methodology to design and conduct observational studies (e.g. prospective cohort, case-
control and cross-sectional studies), the most common clinical research studies reported in the literature. The workshop 
is targeted at early and mid-career medical faculty members/researchers, as well as postgraduate students with interest 
in clinical research.

Applicants should email a short (strictly in one page) summary of their experience, expertise and current activities in 
clinical research by October 31, 2008 to Paolo Miotti, U S Embassy, New Delhi (pm122m@nih.gov). A selection committee 
will notify the successful applicants of their acceptance. Participants’ travel and hotel expenses will be covered by the 
workshop organisers.


