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Abstract

This paper reviews the ethical aspects of psychiatric research in India. There were a few studies on research on informed
consent and capacity in psychiatric practice. Using the key words ‘Consent Psychiatry India’ 35 references were found in
PubMed, of which 5 related to mental health. Using the key words ‘Decision making and capacity India’ 10 references were
found in PubMed, but none were related to mental health. Using the key words: ‘ethics, placebo controlled trials, India,’ eight
reports were found listed in Pubmed. Additional searches identified comments by editors and rapid responses. Numerous
concerns were raised by the authors but these lacked evidence and were reported multiple times by same groups. Studies on
informed consent report the possibility of involving patients in clinical drug trials, with valid informed consent. There is a need for
more systematic studies on ethics related topics in psychiatric practice and research in India.

INTRODUCTION

Most of the research and publications on ethical aspects of
research and practice has emerged from developed countries.
This gives an impression that ethical principles are probably
not followed in developing countries. In recent years, there
has been a debate about the ethics of research in developing
countries. With globalization and industrialization,
multinational trials have started exploring developing
countries. This seems to have created controversies, fears,
and a number of reactions, mostly resisting conducting of
such trials in developing countries. According to Emmanuel
et al. ( 1 ) the controversies relate to the standard of care that

should be used in research in developing countries, the
“reasonable availability” of interventions that are proven to
be useful during the course of research trials, and the quality
of informed consent ( 1 ). It has been suggested that research

in developing countries creates a greater risk of exploitation,
and individuals or communities in developing countries
assume the risks of research, but most of the benefits may be
passed on to people in developed countries ( 2 ). Although

poverty, limited health-care services, illiteracy, cultural and
linguistic differences, and limited understanding of the
nature of scientific research neither cause nor are necessary
for exploitation, they increase the possibility of such
exploitation ( 2 , 3 , 4 ). Recently, there were many reports and

publications related to a placebo controlled trial on a group
of patients with mania ( 5 ).

METHODS

With this background, it is important to review the research
and publications in the field of ethics in psychiatric research
in developing countries like India. The literature search was
performed systematically by a search of the websites
Medline / Pubmed, Indian Medline / Medlars, NeuroMed
CD (which contains full text of the Indian Journal of
psychiatry, NIMHANS Journal, and Neurology India) and
an additional hand search of the Indian Journal of
Psychiatry. The literature search on Informed Consent was
done using the terms ‘Consent Psychiatry India,’ for placebo
controlled trials the key words used were ‘ethics, placebo
controlled trials, India’ and for decision making and capacity
the terms used were ‘Decision making and capacity India’.
Only studies related to psychiatry, psychiatric practice, or
mental health only were included. The cross references
related to psychiatry were also sought. Those which were
related to other medical disorders, general health issues, or
medical practice were excluded. With regarding to the years
included for the search of these databases, no limits were set.
All papers published and included in PubMed were included,
irrespective of the number of years. The search included
more than previous ten years and was done on 29 September
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2008. There were discussion papers and debates on ethical
issues in psychiatry, use of modified and unmodified ECTs,
child abuse etc, which have not been included in this review
since these were not research based.

RESULTS

INFORMED CONSENT

Pubmed was searched using the keywords ‘Consent
Psychiatry India’ which listed 35 citations. Of these, 5 were
related to certain aspects of mental health and psychiatry,
and these were included in this review [Table 1]. Ethical
issues related to personal autonomy, right to information,
competence, informed consent and consent by proxy were
discussed in relation to ECTs ( 6 ) in a qualitative study. The

authors suggested strategies to ensure a basic minimum
standard for obtaining informed consent for ECT in India ( 6

). Another paper reviewed the need for conducting an ethical
inquiry in child abuse research. Ethical issues pertaining to
consent and refusal, risk and benefit, effects of the study
process on the researcher and the researched and the
reporting of adverse events are discussed ( 7 ). Two papers

related to ethical quandaries in anthropological fieldwork in
psychiatric settings, including capacity for comprehension
and confidentiality of case notes ( 8 ) and research on

transgendered persons, where for the exploratory qualitative
approach the authors took verbal informed decision and not
a written consent since no medical intervention was involved
( 9 ). The report on management of medication

noncompliance in schizophrenia by families in India by the
use of concealed medications and without the patient’s
knowledge or consent discusses the ethical dilemmas of such
a practice ( 10 ). The other 30 references in PubMed were

either related to different medical disorders or medical
practice, and were unrelated to psychiatry. A few references
listed in PubMed used the words ‘informed consent’ for the
study mentioned in the abstract, but these were not related to
mental health.

Figure 1

Table 1: Publications On Informed Consent

Some interesting reports throw light on the understanding,
perception and application of informed consent in
psychiatric research. In a study on informed consent on
participants in a double blind drug trial, it was reported that
except for 2 out of 275 participants, all participants
expressed clear choice, 62% consented; 37% refused for
various reasons, 15% asked more information before
deciding and consenting, while only 2 expected the doctor to
decide for them. Non consenting did not differ on the basis
of education, gender, socio economic status, or clinical
features ( 11 ). It was further observed that 40% consented

without asking questions, 12% asked more details and
consented, 3% asked more details and do not consent, 10%
refused due to possible risk, 10% refused due to inability to
follow-up, and 24% refused due to long distance ( 11 ).

Although the stereotype is that people from an
underprivileged background cannot comprehend the
components of informed consent, these studies show that a
patient's level of understanding is related to the amount of
information that is provided rather than to their background
characteristics.

Another study focused on the Neurology professional’s
views of difficulties in obtaining consent. The difficulties
were reportedly perceived to be due to illiteracy of patients
or volunteers (70%), patients' inability for regular follow-up
(56%), patients' expecting doctors to decide (51%), patients'
refusal due to possible risk (33%), patients' inability to
differentiate therapeutic and research settings (31%), and
difficulty in explaining the risks 23% ( 12 ).

A study on the proportion of published psychiatric research
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where informed consent and ethical approval were reported
noted that consent was obtained in 45% of the published
studies, which was inadequate and unwritten in most studies.
The approval of the local ethics committee was not
mentioned in most studies, including some studies involving
drug trials ( 13 ).

DECISION MAKING AND CAPACITY

Using the search terms ‘Decision making and capacity
India,’ 10 references were cited in PubMed. None were
related to mental health or psychiatric practice. These
references related to malaria, HIV, family planning, organ
donors, or health policies.

In the Indian setting, decision making is influenced by
psychiatric patients and their families who may not accept
that the patient has psychiatric illness, hence there is no
question of consent for treatment. Many patients and
relatives may feel that their patients are ill but not from a
psychiatric illness. Therefore, use of psychotropic drugs may
not be acceptable to them. Some may agree that they have
psychological problems but they need to control it
themselves without drug treatment. Others may feel that the
problems are supernatural and need medico-religious
treatments. Some others may have prejudices against
psychotropic drugs and ECT and may not agree to give
consent ( 14 ).

In a study on the treatment related decision making capacity
in psychotic inpatients, of 63 patients, 64% had a lack of
capacity. This lack of capacity was associated with low
education, lack of employment, high level of
psychopathology and cognitive dysfunction. On the other
hand, 23% of involuntarily admitted patients had capacity
present at the time of interview and 41% of patients who
were voluntarily admitted had a lack of capacity ( 15 ).

PLACEBO CONTROLLED DRUG TRIALS

In view of the controversies surrounding ethics of placebo
controlled clinical trials in psychiatry in developing
countries, a systematic review methodology was employed
with an aim to evaluate the evidence regarding perception of
ethics in psychiatric research, especially placebo controlled
trials, in India. The keywords used for the literature search
were in this area were ‘ethics, placebo controlled trials,
India.’ Once all possible study reports were identified and
collected, each publication was assessed for reported
findings.

Using the above key words, eight citations were found in
Pubmed. Further, there were two comments by editors and a
few eletters or rapid responses in related journals. There
were no research based reports. All publications were
commentaries or letters to editors or correspondence. All but
one were related to a recently published article on a placebo
controlled trial ( 5 ). All articles were extracted, read,

summarized, and tabulated in Table 2.

Figure 2

Table 2: Publications On Placebo Controlled Trials

Numerous concerns were raised by the authors. Multiple
submissions by individuals or groups were noted. There
were comments in the letter by Srinivasan et al. ( 16 ), stating

‘…this trial could not have been conducted in a high income
country…’ which were not evidence based. A literature
search done to verify this statement found 20 placebo
controlled trials on different groups of psychiatry patients
with psychosis, mania, schizophrenia, and depression
published in different leading international Psychiatry
journals conducted in the developed countries within the last
3 to 4 years. None were actually conducted only in a
developing country. Another commentary ( 17 ) had many

similarities with the letter published by Srinivasan et al ( 16 ).

Similar questions were raised in both publications, raising
doubts about originality. Other eletters [in BJP online] ( 18 , 19

) in response to the article from different parts of the world
raised other different issues.
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Khanna’s ( 20 , 21 ) responses are similar in both the journals,

which is expected as similar questions were raised. The
comments of the editor ( 22 ) further add to repetitive

publishing. It was also noted that some of the authors of
these commentaries / correspondence had also submitted
comments as BMJ rapid responses.

Tharyan ( 23 ) provided evidence for and against placebo

controlled trials with supporting literature. The issues were
highlighted in the news section of the BMJ ( 24 ) as well

which led to the repetitive rapid responses ( 25 , 26 ) from

authors who had already sent their comments to other
journals for publication. More concerns were raised about
discussion of the ethical dilemmas associated with this study
( 25 ), and legitimacy and validity of the informed consent

obtained from patients with acute mania ( 26 ).

DISCUSSION

A number of areas related to ethics, like confidentiality and
privacy, have not been studied or discussed in the Indian
literature, though these might be of relevance and
importance. The studies on informed consent have revealed
that it is possible to obtain informed consent for drug trials,
although the process is complex when seeking consent for
treatment of psychiatric disorders.

The persistence of controversies on placebo controlled trials
suggests that existing ethical guidelines can be interpreted in
different ways, are sometimes contradictory, or rely on
unstated, yet controversial, ethical principles ( 1 ). Although

numerous concerns were raised by the authors in the
literature search, on close examination many concerns were
not evidence based. For example, the literature search to
verify the statement that such placebo controlled trials could
not have been conducted in a high income country, found the
contrary. Similarly, seeking informed consent for a drug trial
was not found to be a problem ( 11 ). It seems that members

of the same team published similar matter in different
journals ( 16 , 17 , 25 ). It is difficult to classify this type of

duplicate publishing. Similarly, dual publications were noted
for other authors ( 19 , 26 ), response by authors ( 20 , 21 ) and

editor of a journal ( 22 , 27 ). The reason for this is difficult to

speculate, but may be a reflection of their great concern
about exploitation of the patients or the situation in
developing countries ( 23 ).

In countries where little research has been done on ethical
aspects, the discussion about the ethics of clinical trials in
India appears misleading. It is difficult to understand the

motives which generate such a controversy and force authors
to republish their views, especially if these are negative. It
can be interpreted in two ways. One is to reflect the great
concern of these individuals. On the other hand, perhaps
there is some conflict of interest or moral identity where
those who view themselves as moral individuals pursue
possibly extreme alternatives ( 28 ). The authors are forceful

and repetitive in voicing their concerns even using possible
misinformation. The merit and importance of clinical trials
to be conducted in developing countries is hardly discussed.
As of now, many clinicians in developing countries use
results from trials conducted in developed countries for their
patients. This may not be the most appropriate way to help
their patients. However, this approach is possibly occurring
due to the lack of better alternative evidence.

Some other areas of ethical importance, which have been
discussed and debated are related to the use of
electroconvulsive therapies, including unmodified ECTs (

2930 ), and the ethical issues related to indigenous models of

mental health services ( 31 ). Wig ( 32 ) has discussed that in

India where a large number of patients are poorly educated,
giving consent by signing some research protocol may be an
inadequate safeguard. The patients and their families
inherently trust their doctors and hence a big ethical
responsibility falls on the treating doctor. However, a
complete ban on all research on the mentally ill may be
going to the extreme. Two safeguards are suggested. First,
such research should be strictly limited to what is in the
larger interest of the mentally ill. Second, there must be
independent monitoring to ensure that ethical guidelines are
followed ( 32 ). Routine use of structured assessment of

capacity to consent before recruiting the patients into
research studies or RCTs may be an acceptable method,
however, there are no locally developed scales or
instruments. There is a need to develop locally relevant and
culturally sensitive structured assessment tools to assess
capacity to consent and appropriate guidelines for seeking
informed consent.

CONCLUSIONS

There is a need for more research on different ethics related
themes in psychiatric settings in India. More research is
required on the process of seeking consent for treatment and
research, assessing capacity, confidentiality, privacy and
making choices. It can be suggested that debates and
controversies over placebo controlled trials in developing
countries have been blown out of proportion.
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