2>

Indian Journal of Medical Ethics Published online first on June 12,2025

COMMENTARY

Challenges in obtaining informed consent for health research from
dependent older persons in the Indian socio-cultural context
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Abstract

In this brief commentary, we share our experience of obtaining
informed consent from older persons living in the community,
dependent on their sons, daughters or in-laws. We present a
scenario in which for our community-based cluster randomised
controlled trial on diabetes peer support groups for diabetes self-
management, we attempted to obtain informed consent from
an older person living in a dependent state with her daughter.
While the older woman herself was interested in participating in
the study initially, later she declined to consent, probably
influenced by her daughter and son-in-law with whom she was
living. In this article, we reflect on this unique social dynamic in
India where many older persons are in a dependent relationship
with their primary caregivers; and what this relationship means
to autonomy in research participation. We propose that
engaging with primary care givers of older persons before
approaching them for research participation may be a crucial
step in this social context.
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Introduction

A demographic transition is taking place in India, with a rise in
the country’s older population [1]. The number of older
persons in India is predicted to exceed the number of
children, by 2050 [2]. Simultaneously, an epidemiological
transition is taking place with a rise in the numbers of non-
communicable diseases (NCD) such as diabetes [3].
Consequently, much research on NCDs in India is going to be
focused on older persons,and we need to closely examine the
ethics of conducting biomedical and health research among
older participants. There has been some discourse on ethical
issues while conducting research among older persons; for
instance, on the aspect of cognitive impairment, common
among the elderly, which may compromise their capacity to
provide informed consent [4]. The ethical debates on
conducting research on older participants date back to the
early 1970's, when several issues such as biomedical
vulnerability of the elderly, cognitive impairment associated
with ageing, legal authority of surrogates and next of kin, and
issue of legal authority of the institutionalised elderly were
debated. But not all older persons can be classified into these
vulnerable categories. They are a heterogenous group and
hence considering all of them as vulnerable research
participants was not acceptable to some [5].
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Most of the ethical discourse on conducting research on the
elderly is in the western socio-cultural context. The unique
social dynamics of caring for older persons in many Indian
households has been discussed in the context of health
research; and how it is important to consider its unique
aspects from an ethical perspective [6]. The Indian Council of
Medical Research (ICMR) National Ethics Guidelines for
Biomedical and Health Research, 2017, for conducting
research involving human participants, does not have a
section on research involving older persons. While
classifying participants who are considered vulnerable, the
Guidelines do not specifically mention the elderly [7].

Here, we present our experiences in obtaining informed
consent in a study involving older persons in an area in rural
Tamil Nadu. We highlight the need for developing specific
ethical guidelines while conducting biomedical and health
research among older participants in the Indian socio-
cultural context.

About the study

We are currently conducting a study to assess the
effectiveness of peer support group interventions and
mHealth intervention in helping persons with Type 2
diabetes adopt self-management behaviours in a rural area
in Tamil Nadu. We enumerated all persons with Type 2
diabetes in the 26 villages served by our organisation and
generated a database. We trained our field investigators to
approach these individuals, explain the details of the study,
and obtain informed consent from them. Here, we share an
incident that occurred while obtaining informed consent
from an older participant in this study.

The incident

A field investigator, henceforth referred to as JL, was
assigned the job of visiting an older lady with Type 2
diabetes to obtain informed consent. JL went to the lady’s
house, but her neighbours informed her that the lady had
moved into her daughter’s home recently, due to multiple
ilinesses. So, JL went to her daughter’s home. She met the
elder and explained the details of the study. She indicated
that she is interested in the study, but asked JL to give the
information sheet and the consent form to her daughter,
who would make the decision regarding her participating in
the study.
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The challenge

This older lady had multiple medical problems including
diabetes, hypertension, and heart disease. She could not read
or write and had limited health literacy. Her health condition
had made her adopt a dependent living arrangement, where
she was dependent on her daughter and son-in-law socially
and economically. Though initially, the lady expressed some
interest in participating in the trial, eventually she did not
consent. It is not clear whether she made a well-informed
decision to decline. Even if we assume that she did, she was in
a dependent relationship with her daughter and son-in-law,
who are likely to have influenced her decision.

While reflecting on this challenge during a research team
meeting, many of the field investigators mentioned that when
approaching older persons to participate in the trial, their
sons or daughters interrupted and screened the consent
document. There were several instances where the older
persons wanted to participate, but their sons and daughters
did not permit them to, and where they did not want to
participate but their sons and daughters forced them to. This
is a major challenge and is more common in the Indian social
context, where dependent older parents are treated in a
paternalistic manner by their caregiver sons and daughters.

Discussion

One of the unique social situations that older persons living in
India face is their dependent relationship with their offspring.
When they have multiple medical problems and debility
associated with it, they are frequently pushed into poverty
and a dependent social status. A situational analysis of older
persons in India revealed that more than 65% of rural seniors
are economically dependent on others for their daily
maintenance. A major part of this dependency is due to lower
participation in the workforce and physical disabilities that
accompany ageing [8]. Such a dependent older person often
lacks the freedom to make day to day decisions about their
own life. They often live in a space provided to them, eat food
that is served to them and live a restricted life without much
autonomy. With a lack of robust social security schemes for
older persons, their independence and agency is often
seriously compromised. Under these circumstances, they do
not have the freedom to volunteer to participate in research
studies. Their primary care givers may not be willing to
support them during the process of participating in the trials
or may be wary of any potential adverse events related to the
trial participation, which would be an additional burden to
them. In some situations, they may not be involved in the
decision making regarding participating in trials, and so the
older person may not fully understand the implications
without having a responsible family member with whom to
discuss it. It is also challenging for elderly persons with
diminished visual and auditory capabilities to either read the
consent form or listen to it being read. They may require the
presence of a younger family member to help them process
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the information. However, the younger member may not be
able to provide the time to go through the consent process
with them. The elderly may suffer from cognitive
impairment, which may sometimes be so mild as to be non-
recognisable. The presence of a caregiver may be to protect
the rights of the elderly in such cases. The elderly person
may want to talk to the researcher and provide consent just
for the sake of the attention that they may get by
participating in the trial. They may not have the capacity to
analyse the pros and cons of participating in the study due
to their minor cognitive impairment. Sometimes caregivers
may withhold some sensitive health related information
regarding the elderly. So, they may avoid cooperating with
the study. However, this may come across as the care giver
preventing potential research participation by the elderly.
Besides this, the social norms related to caregiving for the
elderly may prevent caregivers from enabling the parent to
participate in research, as it may be misconstrued by the
researchers and the larger society as abuse and exploitation
of the elderly for some ulterior motives.

Therefore, it is important for researchers designing studies
involving community dwelling older participants to
carefully think through this social dynamic while planning
their study. We propose a stage-wise consent process. In the
first stage, the older person must be approached and the
details of the research explained to them. In the second
stage, with the permission of the older person, the
researcher must have a dialogue with the primary care
givers of the dependent older persons. Open
communication and engagement with the older person as
well as their caregivers will help earn trust and ensure
accountability. If the older potential participant and the
caregiver have conflicting opinions regarding participation
in the trial, a combined meeting and discussion with the
older person and the caregiver can be attempted. We
believe that in the Indian socio-cultural context, it is
important to engage with the primary care givers of
dependent older participants in all research-related
decisions, especially when there are no other forms of
support available for older persons.

Ethics committees that review research studies on older
participants must be aware of and sensitive to this social
dynamic.They must scrutinise the informed consent process
and ensure that the autonomy and agency of the older
person is protected and at the same time, the socio-cultural
dynamics of care giving for a dependent older person is also
considered.

Conclusion

Obtaining informed consent to participate in research from
dependent, community-dwelling older persons can be a
challenge, as their dependent status compromises their
autonomy and agency. Researchers and ethics committees
must be sensitive to the socio-cultural dynamics of
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dependency of older persons in India while conducting
research involving them. We propose a two-stage consent
process involving older persons and their family caregivers.
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