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Despite the appointed experts pointing
out clear violations, the Responsibility
section of the report is the weakest with
the committee exonerating all involved in
the project. This is unacceptable.

8 Accountability
In the light of the committee’s findings immediate action must be taken against
ICMR officials, and members of all ethics
and advisory committees responsible for
and associated with these projects. The
punitive action must include the DCGI,

PATH and AP officials who ordered the
implementation of these projects.
All participants in the study must be
monitored and followed up for any adverse
events, both serious and non-serious, with
the immediate provision of any necessary
treatment for at least four years, as prescribed by the Drug Control Authority for
new drugs.
Note
1

All references to the committee’s statements
and their report in this comment are referenced
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he Karnataka department of medical education’s sudden decision to
impose a temporary ban on clinical
drug trials and research projects, in both
private and government medical colleges
and hospitals in Karnataka, was announced
recently by Medical Education Minister
S A Ramdas.1 A two-month temporary ban
would purportedly give time to a committee to study measures to regulate clinical
trials across the state. It was hurriedly
revoked by the Karnataka chief minister
the very next day: B S Yeddyurappa denied the ban when speaking at a Biotrade
expo in Bangalore, in what could be
seen as a placatory gesture to the biotech
brigade. As yet, it is not known what
prompted the sudden ban or its immediate revokal; the media quoted Ramdas
saying it was against the use of people as
“guinea pigs”. He said he was also against
corporate-sponsored junkets to foreign
countries, given as an incentive or pay-off
to medical researchers for conducting
clinical research.
Interestingly, following the Karnataka
government’s see-saw on clinical trials,
there were reports in the mainstream
media on the inquiry into the clinical trials
of the Human Papillomavirus (HPV), an
anti-cervical cancer vaccine, done in

vol xlvi no 24

from the “Final Report of the Committee appointed by the Government of India vide noti
fication no. V.25011/160/2010-HR dated 15 April
2010, to enquire into Alleged irregularities in
the conduct of studies using Human Papilloma
Virus (HPV) vaccine by PATH in India”, 15 February 2011.
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Gujarat and AP, which resulted in the
deaths of four girls.2 It was reported that a
team of three senior doctors who helped
in the investigation “found almost everything was wrong with the HPV vaccine trials,
the most prominent one being the questionable lack of ethical standards”.3 The
connection between the announcement of
the temporary ban, its subsequent denial,
and the report of the inquiry committee in
the HPV clinical trials could be clearly made
and sounds a warning bell to civil society
of the dangers of unregulated or poorly
regulated clinical trials.4 Another more
ominous interpretation, given the current
proclivities towards neo-liberalisation,
points to this as yet another instance of
the shift in the position of the State which
is seen increasingly as “steward” of the
private sector, “promoting and smoothening the process of privatisation”.5
Despite its sudden demise, the flopped
ban, however, does serve other purposes:
it draws the attention of civil society to
the necessity of regulating medical research in the face of increasing numbers
of private and global players in public
health. It has been estimated that soon
about 20% of global clinical trials will be
in India.6 As things stand, the medical
community itself will not be able to come
up with such regulatory frameworks
which, in fact, must be framed with active
participation from the larger civil society.
The ban also provides an opportunity
to reflect on the underpinnings of the
larger medical system comprising doctors,
educators and researchers. Thus, rather
than reacting to and regulating super
ficial manifestations of unethical behaviour such as sponsored junkets and other
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incentives/pay-offs to medical researchers,
this event alerts us to at least three issues
about the possible regulatory framework:
first, it must take into account the basis of
knowledge of that very system in order to
understand the scope of the problem of
ethics; second, it must make medical researchers more accountable to the norms
of civil society rather than allowing a
laissez-faire attitude to prevail; third, it
must feed into both professional as well
as educational contexts in order to effectively cultivate ethical perspectives in
the long run.

Scant Research
There is scant research on the philosophy
of medicine in India although what has
been done is extremely significant.7 Much
more has been done on the philosophy
and sociology of science and this has illuminated our understanding of the practice
of science itself – the paradigms of know
ledge, the politics of science, and even,
most recently, the place of women in science.8 While it has been pointed out that
there is “[w]ide though not unanimous
agreement that clinical judgment, or at
least diagnosis, is based on, or at least
strongly influenced by, scientific elements” (“Medical Ethics: Who Decides
What?”, Journal of Medical Ethics, Vol 9,
No 2, 1983), it is not immediately apparent
whether and to what extent critiques of
science which have come from philosophy,
history and sociology of science would be
appropriate and sufficient for medicine,
particularly in the Indian context. Such
critiques of science may, however, be good
starting points to engage with questions
of ethics with medical researchers.
For instance, both doctors and medical
researchers currently work within a scientific paradigm where there is a difference
between “subject” and “object”. The transmutation of “object” into “objectification”
as a concept worthy of attention has
been used mainly in Marxist and feminist
studies and critiques. In medical education and research, this conceptual difference is not customarily addressed and its
implications are even less understood
despite the fact that there is a clear practice of the objectification of the human
body by doctors. This is no mere quibble
over language but draws our attention to
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the strong political implications of practice, as I shall explain below. I suggest
that it is this objectification which underlies many of the problems related to
ethical issues prevalent in medicine, and
is part of what has been often called “the
clinical gaze”.9
Objectification of the human being by
doctors takes several other more concrete
and familiar forms. Famously referring to
patients as “cases” and “bed numbers”,
again for so-called expeditious reasons,
doctors continue the charade of treating
human beings albeit as inanimate objects
under the guise of a medical paradigm.10
Organs will always be “the heart”, not
your heart; “the kidneys”, never your kidneys. By removing possessive pronouns
from their references in the presence of
the very patients themselves, doctors
reveal their views of our bodies as isola
table and open to manipulation, and
therefore objectified.
While many in the medical profession
defend such objectification as requisite to
their profession, a kind of “distancing” in
the face of continuous suffering and
trauma, the experience of common people
suggests otherwise. The increasing specialisation of the medical profession and the
inability of biomedicine to treat the complete person are two instances which
point to the objectification of the human
body. A decline in the “bedside manner”
of doctors is yet another indicator of such
objectification. Such instances have less
to do with (bad) practices and more to
do with the assumptions and the world
view underlying medicine, and, as such,
comprise a paradigm of sorts. Whereas
feminist critiques have revealed the darker
side of treating women as objects as, for
instance, their sexual objectification in
advertisements, one of the most important
aspects of this darker side is that it points
to the lower status of women vis-à-vis men,
and their concomitant powerlessness.
Similarly, we must see how the medical
profession has taken our bodies away
from ourselves under the guise of medical
treatment and examine how power is
intrinsically involved in this. Such an
understanding is critical when seen in the
current neo-liberal scenario, where increa
sed corporatisation enhances the scope
for such objectification as it is dependent
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on extreme forms of objectification for
its “success”.

Objectification in Clinical Trials
Objectification is also revealed in the rampant, unregulated (and in some cases
genuinely naïve) conduct of clinical drug
trials. All is fair in the name of medical
research since the benefits are supposedly
for the rest of humanity. Currently, it is
largely people from western Europe, south
and central America who are being recruited
for clinical trials by American companies.
It is anticipated however, that due to a
variety of reasons, India will provide a substantial amount of these human resources
in the near future (Srivastava 2010: 1505).
Unfortunately, it is the poor, weak and
vulnerable who are disproportionately
represented in this scenario.11 We do not
need to evoke pharmaceutical companies,
especially foreign ones, to observe this
commonly observed and unethical act
within India itself. The clinical gaze must
turn upon its own navel. Others have remarked upon the “new colonialism” inherent
in some of these clinical trials conducted
by multinational companies in developing
countries.12 As such, clinical trials are only
another manifestation of a world view of
neocolonisation where poorer nations (and
poorer people in these nations) effectively
pay the price of medical research with
their very bodies.
This is not “just” an exploitation of poor
by the rich; it also indicates how easily we
have bought into a paradigm which creates and validates knowledge begotten
this way. If such advancement of medical
knowledge is at the cost of poor and marginalised people, it is imperative that we
understand it to be an ethical issue –
where some people benefit but at the cost
of many others who are powerless, in one
way or the other, to decline participation.
It is not only the poor who are exploited
but more generally the vulnerable which
in turn reveals how powerless we all are in
any interface with the medical community,
effectively giving them a carte blanche. To
many ordinary people, approaching a sick
person to take part in research may itself
be considered an unethical act since one
may be in possession of one’s faculties but
still be vulnerable because they are seeking medical care. However, to a doctor,
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this situation has nothing to do with ethics,
much to do with pragmatics. To the medical
fraternity, bodies, rich or poor, are free
game to be harvested in the name of scientific knowledge; bodies are thus objects of
the most accessible kind to doctors. In this
sense, the Karnataka medical education
minister’s use of the word “guinea pig”
may well be an accurate observation.
With this wide difference in perceptions of the ethical norms between ordinary people and the medical professional,
much more needs to be done to make this
relationship more equitable and more in
accordance with the ethical norms of the
larger society.13 Further, it is central to formulating policy as well as influencing
practice, for it will show us what real alternatives exist, if any.
While ethical considerations of medical research require informed consent
from patients before any clinical trial or
medical research is done, and imply the
freedom to say “no”, imagine what kinds
of freedoms are compromised when a
sick person has a form thrust under her
nose and a summary of the research
study to be done is rapidly gone through.
In some cases, it is quite possible to imagine the perfunctory nature of much of
these information-sharing situations under which consent is obtained.14 Resear
chers are obliged to state that care for the
patient will not be denied; care will also
not be stopped, if already underway. But
these are empty promises unless the
power hierarchy is clearly understood and
taken into account.

Hierarchy
The fact of the matter is that hierarchy is
intrinsically built into this relationship:
not just asymmetry between the doctor
and patient, but also the inherent hierarchy of knowledge which underlies this. In
this sense also then, the patient is vulnerable because at the receiving end of care
from a powerful figure. The doctor (anyone in a white coat) is seen as powerful
and, regardless of personal preferences on
being subjected to research, must be placated and pacified by the patient agreeing
to participate in the research. Worse, they
may even feel it would benefit them. This
power of the doctor appears in yet another
guise when “doctors feel that they have a
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right to decide what is good or bad for
their patients and deliver accordingly”
(Srivastava 2010: 1506).
In the Indian scenario at least, doctors
routinely do not explain procedures of
possible side-effects to patients, even in
the best of private hospitals. To raise
a question about the possible negative
effects about any of the procedures and/
or medications which are already on the
market merits only impatience or a facile
denial of their possibility. This further
ensures the powerful visage of doctors
with whom we have only a one-way
conversation and whom we must believe
to be omniscient about our body/illness.
How much more ire or baseless reassurances will be drawn by our questions regarding consequences of chemicals can
only be envisaged.
This is not an issue relevant only to the
medical community. The larger scientific
community also deploys their technical
knowledge claims to negate democratic
discussions on so-called scientific issues
such as building of dams and nuclear
energy plants which profoundly impact
the lives of people. Thus, we cannot talk
about medical ethics without engaging
with the larger problems of science which
require an understanding of, and engagement with, the history and philosophy
of science.

Making Research Ethical
What are the real rights of patients in this
situation? What is the nature and value of
“informed consent”? Is it possible to negotiate the politics inherent in this relationship? In other words, in what contexts and
on what basis is it possible for people to
just say “No”? Such issues must be explored through philosophy and sociology of
medicine so as to make medical research
and practice more ethical. Civil society
must engage with this issue and hold the
medical fraternity more accountable on
ethical grounds. The ban on clinical drug
trials must open an engagement with
larger ethical issues which are equally
relevant to the medical community, in
order to revive and reinstate healing in
its proper place within the medical
sciences. Given that medical education in
India has strongly kept out disciplines in
the humanities and social sciences, and
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continue to behave as if medical research
and practice have nothing to do with
society, it may be a long while before matters of ethics and the rights of ordinary
people become part of medical education.
Meanwhile, the State as steward may just
sign our bodies away.
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