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An important key principle of research ethics is that the benefits and burdens of research with
human participants should be equitably distributed [1]. The question of where COVID-19 clinical
trials will be conducted is relevant to both the burdens and benefits of research. On the burdens
side, there have long been concerns about the “off-shoring” of studies to low- and middle-income
countries (LMICs) to take advantage of looser regulation and of populations eager to participate
in research because they have no other good options for accessing health care [2]. This concern
explains the outrage sparked by a French doctor's statement that COVID-19 trials should be
conducted in Africa to take advantage of the fact that “there are no masks, treatment, or intensive
care” (which would presumably make it easier to determine whether the experimental intervention
was working) [3]. World Health Organization (WHO) Director-General Tedros Adhanom
Ghebreyesus condemned the comment as “a hangover from a colonial mentality” [4]. This
principle has important implications for questions about where research will be conducted, how
participants will be recruited, what questions will be investigated, and who will control the
distribution of any innovations that result. In the rush to initiate clinical trials of treatments and
vaccines for COVID-19, careful attention to these questions is particularly important. If clinical
trials are not designed with equity considerations consciously in mind, the response to the
pandemic may exacerbate disparities in health status between population groups. These
substantiate that the principal of benefits and burdens of research with human participants should
be equitably distributed.

At the same time, excluding LMICs from COVID-19 research is clearly not the solution, as doing
so would reduce the potential benefits of research for persons in those regions. This is because the
results of clinical trials conducted in one part of the world are not necessarily applicable to persons
living elsewhere, due to differences in genetic makeups, the prevalence of comorbidities, and local
health care infra structures [5]. It is therefore discouraging that the WHOQ's Solidarity Trial, which
is comparing the safety and efficacy of four treatment options for COVID-19, currently includes
only a few sites in Africa, Latin America, and South or Southeast Asia [6]. The global community
must commit to supporting clinical trials in LMICs that contribute to the development of locally
relevant interventions, while also ensuring that these efforts do not take resources away from other
critical clinical and public health needs.

The manner in which participants are recruited into studies also raises equity considerations. For
example, in the United States, there is substantial evidence that African American and Hispanic
and Latinx patients are underrepresented among clinical trial participants [7]. This is a problem
because, just like people from different parts of the world, people from different racial and ethnic
backgrounds may respond differently to medical interventions [8]. While the reasons for racial and
ethnic disparities in clinical trial participation are complex, one factor is reliance on recruitment
strategies unlikely to generate significant minority enrolment, such as direct recruitment by
physician-investigators at academic medical centers [9]. Proven strategies to increase the diversity
of clinical trial participants include the development of culturally and linguistically appropriate
communication materials, in-person recruitment at free clinics, and the careful use of financial
incentives [10]. These and other strategies to overcome racial disparities in research will be
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particularly important in Covid-19 clinical trials, given that the disease is infecting and killing
African Americans at a disproportionately high rate [11].

Also important is support for research specifically focused on the unique needs of certain
subpopulations. For example, residents of nursing homes and group homes for the
developmentally disabled have been especially hard hit by the COVID-19 outbreak [12]. Because
these populations have suffered a disproportionate share of the burdens of the pandemic, equity
requires support for research specifically designed to reduce risk and improve outcomes in these
institutional settings. Similarly, studies should focus on the unique needs of other populations that
may be excluded from large-scale clinical trials, such as patients who are pregnant.

The looming issue with respect to research on treatments and vaccines for COVID-19 relates to
control over any medical products that are developed. In most cases, companies that develop new
medical products are entitled to patent them, even when the research is supported in part by
government funds. Patents enable companies to exclude competition and charge high monopoly
prices, which effectively blocks large portions of the global population from access to these
products. This means that, even when individuals assume risks by participating in research that
leads to the development of a medical product, they have no guarantee that, once the product is
on the market, it will be made available in their community at a price they can afford.

Efforts are already underway to ensure more equitable access to COVID-19 treatments and
vaccines. The WHO and some prominent government and industry leaders recently pledged to
work together to ensure that “all people have access to all the tools to prevent, detect, treat and
defeat COVID-19” [13]. Some companies have committed to making any such products that they
develop available on a nonprofit basis [14]. One idea that will be considered at this year's World
Health Assembly is a proposal to establish a mechanism for companies to “pool” patents and other
intellectual property rights over COVID-19 products, making it easier for developers to access new
technologies and for generic manufacturers to produce needed products at an affordable price [15].
Yet, while these are encouraging developments, they remain insufficient. The Trump
administration has made clear that it has no interest in supporting any WHO-led initiatives, and,
in any event, the WHO lacks the authority to override national intellectual property laws. While
voluntary corporate philanthropy is admirable, with more than 100 vaccine candidates currently
in development, there is no assurance that the companies making philanthropic pledges will be the
ones whose candidate vaccines ultimately succeed.

What is needed is an international governance system to oversee access to COVID-19 vaccines
and treatments. Given the fundamental ethical principle of equity in research, advocating for such
a system should be a priority for everyone involved in designing, conducting, and funding clinical
trials.

Ethical Issues in Placebo Controlled Trials for COVID-19 Vaccines

Multiple candidate vaccines for coronavirus are being evaluated scientifically in a process of
unprecedented speed, and thousands of individuals around the world have volunteered to
participate in placebo-controlled phase III field trials. If, or when, one of these candidate vaccines
is proved to be safe and effective and receives an emergency use authorization by the Food and
Drug Administration, will it continue to be ethical to enroll participants in other coronavirus trials
that randomize half of them to a placebo? Some statements in the news media have claimed that
it would be unethical to randomize anyone to a placebo control in a coronavirus vaccine trial once
a vaccine is proven effective. This stance might be mistaken.

There are arguments that the use of placebo controls in candidate vaccine trials in the face of
proven effective vaccines for a given disease is unethical because it violates the ethical principle of
equipoise, held by many to be a fundamental norm for clinical trials. The equipoise principle
requires that no patient should be randomized to a treatment or control intervention in a clinical
trial that is known to be inferior to standard medical care. Clinical trials contrary to equipoise are
alleged to violate the right of patients to medical care and the duty of care owed by clinicians.
Some argue and contended that equipoise is fundamentally flawed in several published articles.
The most general problem with equipoise is that it conflates the ethics of clinical research with the
ethics of medical care. Ethical standards that govern medical care need not necessarily govern
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ethics of clinical trials. However, even if equipoise is a valid norm for clinical research, it doesn’t
pertain currently to underway or planned coronavirus vaccine field trials.

Subjects in the coronavirus vaccine trials are healthy volunteers, not sick patients seeking treatment
in the context of a clinical trial. Health care professionals who administer candidate vaccines
within these clinical trials are functioning as researchers, not as clinicians providing standard
treatment. Accordingly, randomizing trial participants to placebo when a proven effective vaccine
exists does not violate equipoise or their right to medical care. Nor are trial participants in this
situation denied a proven effective vaccine when they volunteer and give informed consent for
participation in a placebo-controlled trial. After the first, or the first few, coronavirus vaccines have
been demonstrated to be safe and effective, it is likely to take a considerable period of time before
they become available for most people. Some individuals in the highest risk groups will likely
receive priority access once an authorized or approved vaccine is available. This means that insofar
as trial participants are unable to access a coronavirus vaccine outside the research setting, they
will not be made worse off by trial participation. Indeed, they may be better off in view of a 50%
chance of receiving a potentially effective vaccine. Those individuals who do have access to an
effective vaccine outside the research setting are free to receive it instead of opting for vaccine trial
participation. Others might choose to participate in a placebo-controlled vaccine trial for altruistic
reasons despite their ability to otherwise receive access to a vaccine [16].

Some might argue that research participants become patients just by virtue of rolling up their
sleeves to receive a shot of a candidate vaccine. While this is implausible, even if true, it doesn’t
follow that randomizing the individuals to placebo when a proven effective vaccine exists and is
accessible violates their right to medical care. The right to medical care (more specifically, the right
to receive an effective vaccine), like nearly all rights, is not an absolute, inalienable right. That right
can be waived autonomously by individuals giving informed consent to participate in a clinical
trial which randomizes them to either an experimental intervention or placebo. This is another
reason why the equipoise principle is flawed, as it does not recognize that the right to medical care
can be validly waived. Once a proven effective vaccine for coronavirus is developed, part of the
disclosure to prospective participants in a placebo-controlled coronavirus vaccine trial is to inform
them about this fact and the possibility that they might be able to get access to a vaccine outside
the context of research [17].

The ethics of clinical research has generally been understood as essentially a matter of protecting
the rights and well-being of research subjects. But this is too narrow an ethical focus. Also central
to research ethics are the potential societal benefits from the knowledge to be gained from rigorous
clinical research. Continued, socially valuable, placebo-controlled vaccine trials in the face of a
proven effective coronavirus vaccine adequately protect subjects when they are designed and
conducted in accordance with standards of scientific validity and the participants provide informed
consent. The informed consent process affords these individuals the opportunity to decide whether
they want to contribute to ethically sound clinical research with significant potential to contribute
to population health. In the wake of the coronavirus pandemic raging around the world, it is highly
desirable to develop multiple safe and effective vaccines. The most rigorous way to evaluate
vaccines is by means of placebo-controlled trials. To put a stop to placebo-controlled vaccine trials
once a single vaccine has been proven effective would be detrimental to population health [18].
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ABSTRACT

In the wake of a global pandemic called COVID-19, the world is enduring drastic human suffering
in the form of deaths, draconian rules such as social-distancing, and country-wide lockdowns to
combat this pandemic. What gave rise to this pandemic? This paper takes the position that
COVID-19 is an outcome of cruelty committed by humans towards animals. In support of its
position, this paper will make references to two Hindu cardinal laws, namely Paramatma, and
Karma, contained in the sacred Hindu epic, Bhagavad-Gita (the Gita).

This paper is presented in five parts. Section I will trace COVID-19’s background. Section II will
provide scientific proof that the pandemic originated in wildlife. In Section III, Zoonotic transfer
from live animal markets as a source of infectious diseases will be explored. In Section IV, Karmic
repercussions: The Hindu cardinal laws contained in The Gita will be explored. To this end, two
Hindu cardinal laws, namely IV(A) Paramatma, and IV(B) Karma will be discussed. In Section V,
this paper will take the position that animal cruelty is the grossest kind of human ignorance, for
which there are grave consequences. This paper will conclude that COVID-19 is an outcome for
cruelty committed by humans towards animals, a response from the universe.

Key words: Karma, Corona, COVID-19, Animal Cruelty, Animals, Humanity.

Note: COVID-19, Pandemic, and virus will be used throughout the paper as transposable terms.

Background

The world watched in horror as COVID-19 devastated China in early December. After witnessing
massive growth in human fatalities spreading from China to all over the world caused by COVID-
19, The World Health Organization (WHO) declared it to be a pathogenic pandemic on March
12th, 2020 [1].

COVID-19 is a type of virus that has symptomatic characteristics of a common cold such as fever,
dry cough, continuous cough, and in severe cases, respiratory complications. It is believed to have
originated from animals, and is believed to be zoonotic, i.e. it was transmitted from animals to
humans. It is believed to have originated from either a live animal market or a laboratory in
Wuhan, Hubei province, in China and has, up to date, caused an epidemic growth in human
fatalities worldwide.

Scientific proof that COVID-19 originated in wildlife

As the world tried to cope with, and contain the catastrophic pandemic, it also simultaneously
wondered in perplexity as to how it all started, i.e. the origins of the pandemic. Multiple theories,
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some more conspiratorial than others, pointed its origins to a live animal market in Wuhan, a
province in China, or that it may have been bioengineered in a laboratory in the same province,
and that the virus infected humans, through an intermediary host animal. However, there is no
confirmation from China as to the precise origin.
Nonetheless, this paper’s research found an article published by The Lancet, in which 27 health
scientists, from 9 countries, claimed, backed by reams of scientific proof, that the virus has a
“natural origin,” that it “originated in wildlife,” and therefore, was not bioengineered.
Advocating full transparency, the health scientists claimed that the sources were researched by
other health scientists, not only from China, but also “multiple countries,” and they (the other
health scientists) have analysed the genomes of the virus’s causative agent, severe acute respiratory
syndrome coronavirus 2 (SARS-CoV-2), and have found “overwhelming” conclusions that the
virus “originated in wildlife [2].
If COVID-19 is a bat coronavirus, how did it infect humans? While initial research study results
pointed to pangolins having a range between 85.5% and 92.4% genetic match to the virus, another
study found the bat to have the closest match at 96%, making COVID-19 a bat coronavirus [3].
If COVID-19 originated from a bat, how did it infect humans, resulting in a global pandemic
today? Or more appropriately, how did humans get infected by bats? Whether an animal infected
a human or a human infected himself/herself by coming into close contact with the virus was the
question. It was clear, however, that it was not the bat’s fault! As one scientific researcher, Sara
Platto from Jianghan University in Wuhan astutely noted [4]:

“The problem is not the animals, it’s that we get in contact with them,”’

This paper takes the position that cruelty towards animals is the reason why humanity is facing a
global pandemic.

Zoonotic transfer from live animal markets as a source of infectious diseases

Many articles traced COVID-19 to a live animal market in Huanan, a province in China. This
paper will focus on one article that succinctly summarizes the human activities in these live animal
markets that have caused the virus to spread from animals to humans. According to this article,
COVID-19 transferred to humans through close contact with many different wild animals “being
held together in confined spaces and small cages” [5]. This close contact was brought about by “a variety
of human activities [that] allow for consistent and regular interaction” such as ‘hunting, butchering
and farming (husbandry), as well as the global trade of animals and domestication of exotic animals as pets.”
It is no secret as to what happens in live animal markets. In these markets, animals face gruesome
last moments in their lives before being mercilessly slaughtered for human consumption. Many
mainstream media outlets have provided first-hand accounts of this practice. This paper chose
two instances that follow:

In the first instance, a reporter for The National Review recounted:

“Terrified dogs and cats [are] crammed into rusty cages. Bats and scorpions [are] offered for sale as traditional
medicine. Rabbits and ducks [are] slaughtered and skinned side by side on a stone floor covered with blood,
[filth, and animal remains.” [6]

In the second instance, in The New York Post, the blood-spattered conditions in which the animals
lived their last moments, side by side other dead and skinned animals, before being mercilessly
slaughtered, was recounted by a reporter:

“In stall after stall, a mix of live and dead animals, which run the gamut from the known (pig, ox, duck,
chicken) to the rare or unknown due to the condition of the carcass (,) stare back at you. In the wet areas of the
market (,) usually reserved for fish and sea creatures and where the ground is slick with water and often blood
() the stink is worse. The animals that have not yet been dispatched by the butcher’s knife make desperate bids
to escape by climbing on top of each other and flopping or jumping out of their containers (to no avail). At least
in the wet areas, the animals don’t make a sound. The screams from mammals and fowl are unbearable and
heart-breaking.” [7]

It is also important to note that while global pandemics such as SARS have also been linked to live
animal markets in China, it is not the only country that maintains, and practices live animal
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markets. In fact, the concept of live animal markets is hardly a novel revelation, but an ancient
practice. Many countries around the globe, have historically maintained live animal markets for
centuries. They still do. In many cities in the USA, live animal markets are maintained. In
Minnesota, a study was conducted that showed a connection between live animal markets
maintained there and the zoonotic transfer of viruses to humans [8]. Other countries that maintain
live animal markets include Ghana, Nigeria, Mexico and Brazil, Hong Kong, Singapore and
Malaysia, among others.

The cruelty faced by animals in the last moments before they are slaughtered by humanity comes
back as karmic repercussions to haunt humanity for inflicting pain on animals. Animals suffered,
so now humans suffer, for what humans did to animals.

Karmic repercussions: The Hindu cardinal laws contained in The Gita

In Hinduism, one of the oldest religions in the world, animal cruelty is perceived as one of the
grossest kinds of ignorance and will give rise to serious karmic repercussions for humanity. In
order to explain these karmic repercussions, this paper will discuss the most important cardinal
rule of Karma alongside Paramatma, both contained in the Bhagavad-Gita (the Gita).

For the purpose of clarity, the Gita is a Hindu scripture that is part of the Hindu epic, Mahabharata
(The Great Dynasty). In Mahabharata, the struggles between two groups of cousins, the Kauravas
and the Pandavas, in the age of the Bharata dynasty is recounted. Mahabharata, along with
Ramayana, forms the two great epics in Hindu philosophical history.

The Gita, also referred to as the “song of god,” is a conversation between the Supreme Soul,
Krishna, and a human warrior, Arjuna, who is one of the Pandava brothers. In a deeper sense, the
conversation is about an inner conversation that a human being has during his life with his or her
belief in a higher power, i.e. the universe.

Cruelty towards animals is strictly condemned in the Gita, due to the belief that all life is sacred.
In fact, the Gita goes further in its condemnation of animal cruelty by stating that it is not only the
grossest form of ignorance, but it summons grave karmic repercussions for the killer from the
universe:

“Slaughtering poor animals is also due to the mode of ignorance. The animal killers do not know that in the
Sfuture the animal will have a body suitable to kill them. That is the law of nature. In human society, if one
kills a man he has to be hanged. That is the law of the state. Because of ignorance, people do not perceive that
there is a complete state controlled by the Supreme Lord. Every living creature is the son of the Supreme Lord,
and He does not tolerate even an ant's being killed. One has to pay for it. So, indulgence in animal killing for
the taste of the tongue is the grossest kind of ignorance.” Bhagavad Gita 14:16 [9].

In the above quote, Krishna warns that if we live in ignorance of a higher power, that exists in all
living things, and continue to mercilessly slaughter animals, we will pay for our actions.

In addition, Krishna warns that in the law of a state (state here means the material realm), we have
laws to charge a man for killing another man, but in the law of the state controlled by the Supreme
Lord (state here refers to the metaphysical realm), there are additional laws. These are the laws of
Paramatma and Karma, which advocate that all lives are equal, and all laws are therefore equal.

The Hindu cardinal law of Paramatma

In Gita, we learn that all life is sacred in the universe, because of a cardinal law, namely, the
existence of the Paramatma or the Supreme Soul.

In Chapter 5, Text 18, Krishna says:

The humble sages, by virtue of true knowledge, see with equal vision a learned and gentle brahmana, a cow,
an elephant, a dog and a dog-eater [outcaste]. Bhagavad Gita 5:18 [9].

In essence, Krishna as the Supreme Soul teaches us that while we as bodies are material production
of different modes of material nature, we as living bodies, have souls within these bodies. All living
things, animals or humans come under the premise of these living bodies. While each living body
has its own soul, it is the Supreme Soul that lives in all living bodies. In this sense, Krishna as the
Supreme Soul lives in all of us, humans and animals, “without distinction.”
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Therefore, we must treat each other with the due respect that we accord the Supreme Soul himself.
It is due to this belief that Hindus accord animals equal respect and status as they would humans.
It is due to this belief that they go further and accord the status of divinity to animals. Cruelty
towards animals is seen as a grave sin, incurring grave karmic consequences in the cycle of
samsara.

The Hindu cardinal law of Karma in the cycle of Samsara

The law that all life is sacred in the universe, because of the existence of a Supreme Soul is closely
tied to another cardinal law, namely Karma. Karma does not simply mean action; it means more
than that. Karma is an action that will always incur a reaction. If we commit bad actions such as
rape, murder, we will incur bad reactions from the universe, such as life sentence and death
penalty. If we commit good actions, such as engage in charitable activities or save someone’s life
from misery, we will incur good reactions such as good health, happiness, wealth, and beauty from
the universe. Simply put, bad actions incur bad reactions. This is Karma.

The complexity about Karma is that these human actions, good or bad, and the ensuing reactions
from the universe, good or bad, happen not in just one lifetime, but in multiple lifetimes. The
karmic process in an ongoing and continuing process throughout the soul cleansing cycle
(Samsara) of birth, life, death and rebirth (reincarnation), until the soul is cleansed of bad karma
and attains Moksha (liberation of the soul) from material bondage to this world.

Following the laws of Paramatma and Karma, then what has happened are actions so grave that
they have incurred equally grave reactions from the universe in the form of a pandemic that is now
causing an epidemic growth of human fatalities. This is the response from the universe churning
out its own revenge on mankind, for treating animals with cruelty [9].

Conclusion: COVID-19 as a response from the universe on cruelty towards animals
“The greatness of a nation and its moral progress can be judged by the way its animals are treated.”
Mahatma Gandhi

We live in a world where there exists a profound form of human hypocrisy. While most of us
advocate that all lives are equal, the reality is that all lives are not treated equal. Therefore, all
laws are not equal pertaining to humans, and animals.

How can we protect animals from cruelty? Who speaks for these animals? Who speaks for living
things that have no voice to speak for themselves? Where is justice for these animals? If we see the
deadly effects of COVID-19 on the world, the universe has spoken for the animals, and has
provided a voice for the voiceless. As mentioned in section III, humanity will suffer if it inflicts
suffering on animals. The Hindu laws speak for themselves. This is a response from the universe,
which is handing out its own justice for cruelty towards animals.

As of November 8th, 2020, the COVID-19 resource centre of The John Hopkins University of
Medicine has registered 49,968,373 global cases of COVID-19, with global deaths registered at
1,252,427 [10].

This is a massive number of global deaths that humanity can stop by preventing animal cruelty.
There is hope, since animal activists and groups, including the Humane Society of the United
States, People for the Ethical Treatment of Animals, and Animal Wellness Action, have started to
pressure Asia, and other countries to stop the unsavory practices at live animal markets, and to
close them completely [11].

In July 2020, in the state of Washington, a legal petition for rulemaking was filed with the U.S.
Surgeon General to “shut down” live animal markets to prevent another zoonotic transfer and a
global pandemic that could cost millions of lives worldwide [12].

The world is becoming aware of why we humanity is suffering through a global pandemic.
COVID-19 is what humanity is paying for, in the form of deaths. for cruelty towards animals. The
world has in fact noticed that maybe, this is a message from the universe.*

This is a massive number of global deaths that humanity can stop by preventing animal cruelty.
There is hope, since animal activists and groups, including the Humane Society of the United
States, People for the Ethical Treatment of Animals, and Animal Wellness Action, have started to
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pressure Asia, and other countries to stop the unsavory practices at live animal markets, and to
close them completely.
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Figure 1

In July 2020, in the state of Washington, a legal petition for rulemaking was filed with the U.S.
Surgeon General to “shut down” live animal markets to prevent another zoonotic transfer and a
global pandemic that could cost millions of lives worldwide.

The world is becoming aware of why we humanity is suffering through a global pandemic.
COVID-19 is what humanity is paying for, in the form of deaths. for cruelty towards animals. The
world has in fact noticed that maybe, this is a message from the universe.*

*(In Hindu mythology, “Churning of the ocean of milk” is an expression to denote the perpetual battle between
the devas or gods and the asuras or demons).
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lessons learned from COVID-19 will catalyze much needed changes in health care worldwide and
not be simply forgotten. We respectfully honour those who have lost their lives to COVID-19; our
family members, friends and loved ones, and colleagues.

UNESCO’s Universal Declaration of Bioethics and Human Rights

In 2005, the United Nations Educational Scientific and Cultural Organization (UNESCO)
adopted a Universal Declaration of Bioethics and Human Rights with fifteen core ethical principles.
Further, the Declaration provides details about the scope, aims, application of principles,
promotion of the declaration, and final provisions [please see
https://unesdoc.unesco.org/ark:/48223/pf0000142825.page=80 for full text]. The core ethical
principles offer guidance and a pragmatic lens for nursing practice and ethical decision-making
across many sectors of health care around the world, and include:

Article 3- Human dignity and human rights

Article 4- Benefit and harm

Article 5- Autonomy and individual responsibility

Article 6- Consent

Article 7- Persons without capacity to consent

Article 8- Respect for human vulnerability and personal integrity
Article 9- Privacy and confidentiality

Article 10- Equality, justice and equity

Article 11- Non-discrimination and non-stigmatization

Article 12- Respect for cultural diversity and pluralism

Article 13- Solidarity and cooperation

Article 14- Social responsibility and health

Article 15- Sharing of benefits

Article 16- Protecting future generations

Article 17- Protection of the environment, the biosphere and biodiversity

Additional Ethical Principles to Consider

Working with a framework of ethical principles, nurses strive to uphold a standard of care that
meets professional, legal, and personal moral requirements for responsibility, accountability, and
advocacy. While specific aspects of these ethical principles may vary based on social, cultural,
and ethnic norms of a given country, the core ethical principles are largely consistent and ought to
be adhered to in clinical, educational, and research practices.

e Non-maleficence: Nurses ought to promote and protect decisions and/or actions that will
minimize, mitigate, or prevent harm. Risk management and harm reduction with and for
the patient is a key responsibility of nurses, however, this includes advocacy for least
restrictive and coercive measures.

e Autonomy: Nurses ought to respect and support a person’s right to their own decision
making process and choices. Respectful attention to and application of known past wishes
and desires should be adhered to on behalf of patients who are not competent or capable
of decision making. There are generally three conditions that are necessary for autonomy,
including full disclosure of information, comprehension of the information, and a
voluntary decision that is made without undue influence. Autonomous decision making
may be achieved by an individual alone or by an individual with selected collaborators,
including community members who may or may not be blood-related or considered to be
close family members/kin.

o Justice: Nurses ought to be aware of the social determinants of health and promote fairness
through the equal and/or equitable distribution of health burdens and benefits. Nurses
ought to understand the barriers to achieving social justice within structures/systems and
recognize factors unique to vulnerable and marginalized populations. Further, nurses
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ought to seek knowledge about how the intersection of race, class, gender, and culture
relate to health disparities, structural and systemic violence, oppression, and poor health
outcomes. Also, justice includes issues of appropriate allocation of the right resources at
the right time to patients who need care, in the spirit of proportionality. Even in
emergencies, there is a need to deploy the right nurse/provider-to-patient ratio, with the
right qualification and experience/expertise to protect and promote patient safety. In
clinical research, nurses need to ensure that inclusion and exclusion criteria are justified,
even in pandemics [1].

o Beneficence: Nurses ought to promote and protect decisions and actions that will
maximize or restore benefits and good health outcomes. Further, nurses ought to promote
and protect an individual’s right to dignity at all times. In the interpersonal and
therapeutic, professional relationship between a patient/client and a nurse, there must be
a primary focus on helping and healing the patient. However, nurses often must navigate
competing relational obligations to promote beneficence.

o Truthfulness: Nurses ought to seek to uphold a commitment to openness, honesty,
integrity, and transparent decision making. Nursing care of the patient/client must be
grounded in the best available scientific evidence and professional knowledge. Each
patient/client must be cared for as an individual and at a level that seeks to address their
needs and interests for further information.

e Trust: Nurses are among the most trusted health care professionals [2] and as such ought
to seek to maintain and uphold this principle with patients, families, and communities.
The public’s trust in nurses is closely woven with an expectation for a high standard of
ethical practice and compassionate care.

International Council of Nurses- Code of Ethics
First established in 1953, the International Council of Nurses’ (ICN) Code of Ethics acts as a
supranational model for ethical standards in nursing practice [3]. The latest version of the revised
code (ICN, 2012), highlights four core nursing responsibilities [4]:

e Promote health

e Prevent illness

e Restore health

e Alleviate suffering

The ICN’s code of ethics (2012) indicates that nurses must advocate for the human rights of
patients, families, and communities. Therefore, nurses must work to address social issues through
their practice in systems and within interdisciplinary teams. The ICN’s code is currently under
revision and it is expected to have a number of key additions, namely, the inclusions of nursing
duties and obligations for challenging unethical behaviours and considerations for impacts to
nursing related to technology, digital communications, and artificial intelligence [3]. An in-
progress draft of the ICN’s most current suggested revisions to the code of ethics for nurses is
available online (https://www.icn.ch/system/files/documents/2020-
10/CoE_Version%20for%20Consultation October%202020 EN.pdf).

UNESCO’s Chair in Bioethics Education Department’s
Global Nurse Leaders Panel: National Codes of Ethics for Nurses

Australia: Australian College of Nursing/Australian Nursing Federation/Nursing and Midwifery
Board of Australia, Code of Ethics for Nurses in Australia (2002; pp. 1-11)
https://waubrafoundation.org.au/wp-content/uploads/2015/05/New-Code-of-Ethics-for-
Nurses-August-2008.pdf

Canada: Canadian Nurses Association (CNA), Code of Ethics for Registered Nurses (2017; pp. 1-60)
https://cna-aiic.ca/en/nursing-practice/nursing-ethics
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India: Andhra Pradesh Nursing Council (APNMC), Code of Ethics for Nurses in India (n.d.; pp. 1-5)
http://hmis.ap.nic.in/ APNMC/pdfs/ethics.pdf

Israel: Isracli Nurses Federation - Ethic Division, The Ethics Code of the Israeli Nurses (2018; pp. 1-
15) https://www]1 .health.gov.il/nursing/work/toolkits/code-of-ethics/

Hong Kong: The Nursing Council of Hong Kong, Code of Ethics and Professional Conduct for the

Nurses in Hong Kong (2015; pp. 1-15) https://www.nchk.org.hk/filemanager/en/pdf/conduct.pdf
Kenya: National Nurses Association of Kenya (NNAK), Code of Conduct and Ethics (2009; pp. 1-

20) https://eacc.go.ke/default/wp-content/uploads/2018/08/nnak-code.pdf

Sultanate of Oman: Ministry of Health, Principles of Code of Professional Conduct for Nurses in the
Sultanate of Oman (2019; pp. 1-41)
https://www.moh.gov.om/documents/106926/2918442 /Principles+of+Code+of+Professional
+Conduct+for+Nurses+in+the+Sultanate+of+Oman/d452d811-c¢765-473b-90b7-66d4761a028d
United Arab Emirates (UAE): Nursing and Midwifery Council, Nursing and Midwifery Code of
Conduct (2013; pp. 1-17) http://www.uaenmc.gov.ae/Data/Files/Code%200f%20Conduct.pdf
United Kingdom (UK): Nursing and Midwifery Council, The Code (2015; online)
https://www.nmc.org.uk/standards/code/read-the-code-online

United States of America (USA): American Nurses Association (ANA), Code of Ethics (2015; pp.
1-48) https://www.nursingworld.org/practice-policy/nursing-
excellence/ethics/#:~:text=The%20American%20Nurses%20Association%20(ANA)%20Center

%20for%20Ethics,rights%20at%20the%20state, %20national, %20and%20international %20levels

International Year of the Nurse and the Midwife Campaign 2020

Together, nurses and midwives represent almost a % billion health care providers worldwide. To
honour the important contributions of these professional carers, the World Health Organization
designated the year 2020 as the International Year of the Nurse and the Midwife. This coincides with
the 200™ anniversary of Florence Nightingale’s birthday. Known as the ‘lady with the lamp’ during
the Crimean war, Nightingale was a nursing pioneer and leader whose thoughts and actions were
far ahead of her time. Nightingale stood for “the value of stories, sensitivity, solidarity, space,
scholarship and sustainability” [5]. These key concepts are still integral to the work of
contemporary nurses who are committed to improving patient health outcomes, facilitating family-
involved care, and integrating evidence-informed, best practices.

It is ironic that the International Year of the Nurse and the Midwife should coincide with the start of
the COVID-19 pandemic. Further, the opportunity to reflect on the historical role of a nursing icon
can offer (perhaps unexpectedly) important strategic priorities for nursing that have not changed
very much over two centuries. Nurses still ought to seek the stories of patients, families, and
interdisciplinary members of the health care team. Stories are an invaluable source of knowledge
and understanding that can improve ethical decision-making, contextualize responsiveness, and
contribute to better quality of care. Care interventions ought to be appropriate for the individual
and their circumstances and delivered in compassionate ways (even during a global health crisis),
with a sensitivity to contextual needs and factors. As nurses, we ought to serve in solidarity with
each other and as key stakeholders in the health care organizations and systems that we are an
integral part of. In the spaces and places that nurses work and live, we must promote and protect
health, well-being, and safety for individuals and communities. Finally, scholarship and
sustainability are ongoing commitments that nurses ought to continue to assertively pursue, as
experts with unique knowledge and perspectives to creatively respond to our most difficult issues.
This can only be attained if nurses speak up and speak out, not only in the contexts of courage,
resilience, and hope, but also to boldly acknowledge and identify the harsh realities and sources of
amenable suffering. In 2020, we were reminded about the many important historical contributions
by Florence Nightingale, nurses, and midwives. Moving forward, let us not forget all that nurses
and midwifes have to offer toward our combined efforts to achieve better health outcomes in our
shared global village.

During the COVID-19 pandemic, a panel of global nurse leaders gathered in August of 2020 to
participate in two international webinars (#18- https://www.youtube.com/watch?v=a60Gi-
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1gZFk ; and, #19- https://www.youtube.com/watch?v=ieBxXj3eqWQ ) hosted by the Education
Department of the UNESCO Chair in Bioethics. The title for the sessions was “Medical ethics in
the wake of the COVID pandemic: International panel discussion- Nurses, bioethics, and the
response to the COVID-19 pandemic.” Specifically, the global nurse leaders were tasked to address
Article 13- Solidarity and cooperation. The panelists discussed their experiences and extraordinary
challenges with COVID-19 in the context of their own countries and contexts, across 10 different
nations. Shared goals, common experiences, and significant differences were identified and
explored. From the fulsome panel discussions that occurred during the webinars, a manuscript
was prepared and published in the international academic journal of the UNESCO Chair in
Bioethics:

Jones-Bonofiglio, K., Arulappan, J., Brown, A., Cassells, K., Cooper, V., DiGangi Condon, K.,
Gurevich-Gal, R., Jeyasingh, R.C., Kalaimathi, S.A., Kezia, J.R., Leung, S., Titus, S., Neumann,
J., & Atieno Wagoro, M.C. (2020, Dec) ‘We are all in this together’: Nurses and ethical issues
during the COVID-19 pandemic.  Global  Bioethics  Enquiry, 8(3), 177-181.
https://globalbioethicsenquiry.com/wp-content/uploads/2021/02/VP2-NURSING-1.pdf

Therefore, members of the panel of global nurse leaders had opportunities to participate in global
social witnessing through acts of solidarity and cooperation, by coming together as a community of
nursing practice for the webinar series and through ongoing collaborative work to produce a
publication. Global social witnessing allows for mindful attention and embodied awareness of global
events, such as the COVID-19 pandemic. Such collective and individual social witnessing brings
a shift from linear mental processing to an active compassionate response from mind, heart, and
body (The Pocket Project, n.d.).

Purpose

The purpose of this document is to present a call to action and propose international health care
ethics policy guideline recommendations in response to the COVID-19 pandemic from a global
nursing perspective, in the context of UNESCO’s Declaration. Specifically, these recommendations
will follow the Declaration’s Application of the Principles, namely:

Article 18- Decision-making and addressing bioethical issues
Article 19- Ethics committees

Article 20- Risk assessment and management

Article 21- Transnational practices

UNESCO’s Chair in Bioethics Education Department’s
Global Nurse Leaders Panel: A Call to Action

The value of nurses has been recognized as essential during the coronavirus/COVID-19 pandemic.
However, the value of nurses has not been upheld within global health care systems during this
recent and ongoing crisis. Experiences of nurses during the pandemic indicate extreme
psychological distress (e.g., fear, anxiety, grief, powerlessness, desperation, despair), stigma,
inadequate access to personal protective equipment (PPE), unsafe infection control protocols,
delayed testing and reporting, erratic messaging, understaffing, and reduced trust in employers,
health care organizations, and governments [6]. Accurate numbers are not yet available to discern
how many nurses’ lives have been lost to the SARS-CoV-2 virus.

Members of the panel of global nurse leaders, which represents 14 individuals and 10 nations
around the world, calls on governments, health care organizations, and other stakeholders to
renew their commitments to more fully value and directly support nurses and their essential work
with interdisciplinary teams across diverse health care practice settings.
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The important contributions of nurses in our world’s health care systems have defined nurses as
much needed partners and key stakeholders in global health, both during crisis and beyond. As
such, the panel members recommend the following call to action to be immediately implemented
and to continue in an ongoing basis:

e Protect and promote the physical and mental health, well-being, and safety of nurses
working in various health care areas/environments around the world.

e Recognize nurses as key stakeholders with the need for equal partnerships in local,
national and global health care domains.

e Support leadership opportunities, continuing ethics education, and leadership
training/development for nurses in various roles with organized efforts to garner
nurses’ engagement and meaningful consultation on direct and indirect matters of
patient and family care, community and public health, and health policy/legislation
development.

e Increase the number of nurses in formally designated leadership positions with
decision-making power in health care organizations and government, especially those
roles traditionally and exclusively held by medical doctors only.

Additional Calls to Action for Consideration:

American Nurses Association call to action report:
https://www.nursingworld.org/~4907b6/globalassets/docs/ana/ana-call-to-action--exploring-
moral-resilience-final. pdf

American nurses call to action: https://www.aacn.org/~/media/aacn-website/policy-and-
advocacy/the-fight-against-covid-19-joint-statement-4-10-20.pdf?la=en

ICN call to action: https://www.icn.ch/system/files/documents/2020-
04/ICN%?20briefing COVID19 Top priorities ENG.pdf

Immigrant nurses call to action (Philippines/Pakistan):
https://onlinelibrary.wiley.com/doi/10.1111/jan.14432

Public health nurses call to action (USA):
https://onlinelibrary.wiley.com/doi/full/10.1111/phn.12733

‘WHO call to action: https://www.who.int/campaigns/world-aids-day/2020/key-messages

UNESCOQO'’s Chair in Bioethics Education Department’s
Global Nurse Leaders Panel:
International Health Care Ethics Guideline Recommendations

Article 18- Decision-making and addressing bioethical issues

Ethical decision-making can be promoted and enhanced through activities that support nurses to
uphold their obligations (duty of care) as professionals and their personal moral values as
individuals and community members. Ethical issues in practice can be addressed with appropriate
knowledge sharing and ongoing, engaged dialogue with stakeholders who represent diverse
perspectives. As key stakeholders in health care systems globally, nurses must be included in all
levels of planning and protocol development, including stewardship and allocation of resources.
Even in crisis conditions, such as the COVID-19 pandemic, nurses must not be excluded from
ethical decision-making activities.

Article 19- Ethics committees

Ethics committees in various health care settings support and guide research, clinical decision
making, policy development, and/or ethics education and awareness. Within these important
roles and responsibilities is the need for the voices of nurses, as the largest component of the global
health care workforce and a vital part of the multidisciplinary cohort, in partnership with the
organization and in alignment with essential mission, vision, and values statements. Even in crisis
conditions, such as the COVID-19 pandemic, ethics committees must continue to be judiciously
utilized to make evidence-informed decisions on protocols, policies, and practices.
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Article 20- Risk assessment and management

Assessment, management, and mitigation of risk in various health care settings requires access to
up-to-date, comprehensive, and timely information that is delivered via multiple modalities for
communication. Risk must be assessed for all individuals within the health care setting including
frontline care providers, administrative staff, management, senior leadership, patients,
families/caregivers, and the community. Reasonable expectations for health protection and
promotion of the many must be measured against legal and human rights of individuals, and
through a lens of equity. Communication strategies must seek ongoing collaboration and
coordination among and between health care organizations, public health, communities, and
nations. Frontline nurses and other health care worker personnel must have their concerns about
safety, protection, and adequate support addressed.

Article 21- Transnational practices

Transnational practices, in the context of the Declaration, largely refers to research endeavours
and appropriate ethical and/or legal review and oversight. Within research endeavours, there are
opportunities for much needed reciprocity through systematic and global approaches to facilitating
data gathering, access, sharing, and utilization that may provide important and responsive benefits
to urgent global health issues. Further national nursing organizations should have an engaged role
in supporting research contributions, promoting education, and facilitating the uptake and
utilization of evidence-informed findings, engaging all members across all health care sectors to
respond in solidarity and cooperation. Such actions recognize and value the importance of the
global efforts of nurses as a world-wide community of practice and enhance much needed access
to quality information to inform decision-making.
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ABSTRACT

Ethical oversight of the Institutional Review Boards (IRB) could facilitate the beneficial impact on
the conduct of implementation research in rural settings during the public health emergency of
international concern (PHEIC). There is a knowledge gap in the application of implementation
research ethics to uphold the impact on the planning of community surveys during the COVID-19
outbreak in remote rural settings. This study aimed to underscore the implementation research
ethics principles incorporated in the IRB review practice at the Department of Medical Research,
Myanmar by examining the records of three implementation research proposals submitted
between April to October 2020. These records targeted the self-help groups, malaria volunteers,
and nutrition-support groups who will introduce the innovative interventions in the remote rural
areas, malaria-afflicted communities and the households of women with young children in their
first 1,000-days respectively. Given that social, economic, and local administrative issues
contribute for the acceptability, adoption, and effectiveness of interventions, the IRB has seriously
considered the strategic plan for community engagement at vulnerable sites during PHEIC in
addition to the contextual equipoise. It is also imperative to introduce the protective measures to
mitigate the transmission among the research team members and the target audience in the
COVID-19 period. Safe data collection modes without any interpersonal contact are desirable.
The improved awareness of implementation research ethics principles and the applications is
crucial for further capacity strengthening of IRBs as next steps to fit their reviews with PHEIC in
a resource-constrained environment

Keywords: Ethical oversight, Implementation research, contextual equipoise, community
engagement, public health emergency, COVID-19

INTRODUCTION

A multidisciplinary nature and the involvement of multiple stakeholders are keys to
implementation research in a real-world setting. It aims for sustainable health gains resulting from
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successful interventions [1]. Throughout the implementation research process, there is a need for
comprehensive and meaningful stakeholder engagement. Features of implementation research
mainly include the relevance and responsiveness to local health priorities [2-3]. Along a similar
vein with health policy and systems research, the Institutional Review Boards (IRB) raise several
ethical issues in research design while reviewing the implementation research (IR) proposals. The
Global Health Ethics Team at WHO, in collaboration with TDR, elucidated the important
knowledge gap concerning the ethical implications of implementation research [4]. Ethical
oversight of the Institutional Review Boards (IRB) could facilitate the beneficial impact on the
conduct of implementation research in rural settings during the public health emergency of
international concern (PHEIC) [5-10].

In late March 2020, Myanmar has reported its first confirmed cases followed by the effective
response of the State to the public health emergency condition to curbing disease spread.
Introducing non-pharmaceutical interventions coupled with the regulatory measures are in place.
These interventions engender contact-tracing, testing, quarantine, mask-wearing, the prohibition
of mass gathering and the official closure of religious and recreation sites, universities and colleges,
schools, food establishments, the release of stay-home orders, and travel restrictions etc. Until mid-
August, there were only 374 reported cases and six deaths. From then on, the number of positive
cases among the tested increased up to over 1,000 every single day till the end of November 2020
according to the official reports [11]. Some of the public health interventions with or without the
partnership with the International Non-Governmental Organizations (INGOs) and the
development agencies temporarily halted at the beginning of the pandemic but resumed later by
observing the universal precautions for mitigating COVID-19 transmission. Between April to
October 2020 within the COVID-19 pandemic period, the IRB at the Department of Medical
Research (DMR) in Myanmar has assessed five implementation research proposals with more
than minimal risk under the full board review meetings [12]. Of these proposals, three studies
included the innovative approach in rural settings through a myriad of volunteer groups in which
only one study focused COVID-19 socio-behavioural aspect. Those groups reflected the most
desirable form of community engagement to control non-communicable diseases, malaria and to
prevent nutritional deficiencies in their specific project sites. Importantly, the selected proposals
also demonstrated the unique feature of the collaborative research within the public health
programs [13] launched by the Department of Public Health in partnering project management
and supervision, sharing resources and technology with the International Non-Governmental
Organizations (INGOs) in line with their official agreement (a memorandum of understanding)
with the Ministry of Health and Sports (MoHS), Myanmar.

Particular ethical considerations in implementation research should cover about from whom and
how informed consent can or should be obtained; balancing of risks and benefits that could accrue
to different groups; the responsibility of researchers to address ancillary findings, especially where
health systems are weak; and appropriate dissemination of results to ensure timely uptake and
scale-up of successful interventions [2,3,13]. In times of public health emergencies such as
infectious disease outbreaks, ethics guidelines for implementation research together with other
forms of public health research become more stringent than before to safeguard the project team
as well as the target beneficiaries [6]. Apart from the contextual equipoise, it is imperative to seek
for ethical concerns linking to implementation research outcomes. As such, the focus will be on
access, acceptability, reach, adoption, and utilization of health interventions and sustainability and
scaled-up [14-15] within the weak rural healthcare infrastructure of the developing country amid
pandemic restrictions and regulatory measures. In this connection, there is limited knowledge
available to date in all parts of the world in relation to how IRBs respond to and appraise
implementation research during the PHEIC with implications for further capacity building.
Therefore, this study aimed to underscore the ethical challenges of implementation research
proposals reviewed and considered during the COVID-19 pandemic from April to October 2020
at the IRB of the DMR.
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METHODOLOGY

We performed the case-based reviews of three IRB records of implementation research related to
public health interventions using the inclusive self-help groups (ISHG), trained malaria volunteers
and the nutrition support groups. For each research project reviewed at the IRB, the analysis
informed the project description, and a brief account on ethical considerations without revealing
the actual title of the research projects and partner organizations (INGO A, B and C) to observe
anonymity and confidentiality in line with Helsinki declaration. The methodology in constructing
case studies followed a previous paper [16]. Ethical challenges in this study referred to ethical
issues related to implementation research that needed to take into account during the IRB review
process that were difficult to deal with, in the absence of clear guidelines or known precedents [4].
The IRB (DMR) exempted the review of this research. The administrative authorities provided
permission to review the records for further analysis.

RESULTS

All three research projects provided strong justification to introduce IR in the selected contexts:
target beneficiaries of primary health care services in rural areas, villages targeted for malaria
elimination and low-income households of women with young children in their first 1,000-days.
The national counterparts of the ongoing public health programs in Myanmar planned those
research in collaboration with the respective INGOs.

The proposed study designs of three implementation research projects were variable. These
included a pre-test and post-test quasi-experimental intervention study without a control group
(case study 1), an open step-wedged cluster-randomized controlled trial (case study 2), and a
mixed-methods study with serial cross-sectional surveys (case study 3). Brief project descriptions
were shown in text boxes 1 to 3.

Text Box 1: Brief project description of viable inclusive self-help groups in rural areas

Case study 1

Implementation research for viable inclusive self-help groups to enhance strategies in primary
health care coverage in rural households

Despite the increasing burden of non-communicable diseases (NCDs), significant gaps and
inequalities in the healthcare delivery system pose as barriers in accessing and sustaining care and
treatment. Furthermore, evidence of effective interventions targeting diabetes and hypertension
as major NCDs in rural areas remains limited. A set of cost-effective interventions are planned at
the village level in country X in collaboration with the INGO (A). The implementation research
includes further scaling up and training of Inclusive Self-Help Group Volunteers (ISHG) to
deliver health knowledge through health promotion sessions. Also, they will do basic screening
service to refer to the primary health care (PHC) facilities, as well as to deliver ancillary services
for the vulnerable groups and to establish the linkage with their closest PHC facilities.

Ethical considerations

In case-study 1, community engagement through intensive advocacy meetings with village
authorities, influential persons, and the rural health centre staff are critical for trust-building to
ISHG volunteers, and for creating mutual respect between them and PHC workers at the village
level. The guidelines of the MoHS to prevent COVID-19 transmission should be in place when
conducting the advocacy meetings for community engagement. Moreover, community consent is
the appropriate choice rather than individual informed consent which should initiate from the
inception of the project. Importantly, timely referral to the nearest PHC facilities for ancillary care
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is crucial in line with instructions of MoHS after detecting any abnormality in screening that might
include suspected COVID-19 cases. Expected benefits such as an increase in health knowledge,
and understanding of feasibility, acceptability, and effectiveness of the proposed intervention will
outweigh the risks thus encouraging the access of vulnerable households in the rural community
to NCD-related primary health care services. During the process and end-evaluation,
arrangements for data curation, data sharing, and data confidentiality between implementing
partners requires careful deliberation particularly in the COVID-19 outbreak period.

Text Box 2: Brief project description of malaria volunteer groups in an endemic rural setting

Case study (2)

Implementation research to strengthen the malaria elimination strategies in the rural communities
of country X

Despite the rapid expansion of the malaria program coverage, an emergence of artemisinin
resistance and the existence of pocket areas of residual infection deter the National Malaria
Control Programmes (NMCP) to meet the targets for malaria elimination goal by 2030. In this
context, the NMCP in country X partnered with the INGO (B) to identify and implement the
new package of malaria interventions. The innovative community-based integrated model will
encompass strategic interventions through the deployment of trained malaria volunteers. Project
villages are to be included by a step-wedged pattern that differs from the traditional model. The
new model focuses on the expansion of the scope of activities of malaria volunteers as opposed
to the conventional model. It will include the additional screening for dengue, filariasis, TB and
HIV/AIDS. Moreover, appropriate referral service will provide more opportunities for them to
test malaria by RDT among rural householders who are not in easy access due to their mobile
nature of livelihoods.

Ethical considerations

For case-study 2, it is the responsibility of the health systems while engaging and working with
vulnerable populations in villages with the potential for pockets of residual malaria and prone not
only to the risks of outbreaks but also to other vector-borne diseases such as dengue and filariasis
and major killers like TB and HIV/AIDS. There is the uncertainty of how the proposed
intervention package will be accepted and be effective within the given context that is ‘contextual
equipoise'. While implementing the intervention, the responsibility for the provision of ancillary
care for illnesses other than malaria is required. Expected benefits such as an increase in
understanding of feasibility, acceptability and improved access to the proposed intervention will
outweigh the risks to enhance the malaria elimination activities. For trust-building to newly
equipped malaria volunteers, community engagement through intensive advocacy meetings with
village authorities, influential persons and the rural health centre staff is critical. To avoid the
invasion of privacy and discomfort by interviewing the community members and village
authorities by the trained malaria volunteers of the same locality, separately trained interviewers
by the research team should perform the recruitment and taking the informed consent and the
evaluation of the proposed intervention activities. In times of public health emergency, it would
be essential for malaria volunteers to practice the universal precautions to prevent COVID-19
transmission. Data sharing and data confidentiality process between implementing partners of the
proposed intervention requires careful deliberation.
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Text Box 3: Brief project description of nutrition support groups in poverty stricken rural sites

Case study (3)

The add-on mixed methods study of implementation research by the nutrition support groups
concerning COVID-19 risk perceptions and risk mitigation behaviours in households of women
with young children in their first 1000-days

The poverty-stricken rural communities of Regions A and B of Country X have reported a high
prevalence of malnutrition in under-five children due to low exclusive breastfeeding, improper
infant and young child feeding practices, lack of dietary diversity, and food insecurity as an impact
of insufficient agricultural resources. As guided by the National Nutrition Center, the INGO (C)
has introduced the “Enhanced Homestead Food Production Program” with emphasis on the
behavioural change communication aimed at correct feeding practices for young children in their
first 1000-days combined with the arrangements of adequate water supply for hygiene and
sanitation in these areas. During the COVID-19 pandemic period, the nutrition support groups of
INGO (C) have distributed preventive materials to project households. They would like to assess
the risk perceptions of householders and their risk mitigation practices for COVID-19 as an add-
on study. The study covered the EHFP program beneficiaries and the respective health and local
authorities and purposively selected community members. Due to the semi-lockdown conditions,
the research team planned two-rounds of quantitative and qualitative data collections through
mobile phones.

Ethical considerations

In case-study 3, community engagement through comprehensive advocacy meetings to be
arranged for village authorities and other influential persons is critical in the enhancement of trust-
building between the nutrition support groups and the community regarding the use of COVID-
19 preventive measures and to avoid confusion between the on-going nutrition project and the add-
on research study using mixed methods. Since the researchers have planned to use the phone-based
data collection, there is an unequal chance of selection for the households without mobile phone
access. Also, passing on the phone among the household members might pose increased health
risks that might outweigh the benefits. The data collection planned by the responsible staff of the
implementing organization of the particular locality might create undue influence and conflict of
interests. The validity of verbal consent by the selected respondents during the stressful time is
questionable. The research team should inform the respondents about their right in refusal to
participate in this research that could not affect the program benefits obtained. Respondents could
receive mobile money for their phone bills, not more than three USD is considered appropriate as
an incentive for participation which is equivalent to the daily minimum wages as of 2019 in
Myanmar. Keeping the survey short by avoiding lengthy and ambiguous questionnaires is to
reduce the cost, time, and frequency of phone calls as well as to avoid the discomfort of research
participants. Data confidentiality and data sharing among the implementing partners is highly
desirable to support the dissemination and utilization of salient findings to the target beneficiaries
that aims to support sustainability.

DISCUSSION

The claim of this present study mainly addresses the role of IRBs to perform thorough scrutiny in
implementation research ethics during the pandemic period in remote rural settings without
adequate healthcare infrastructure to achieve quality ethics oversight. One study from India
provided a strong evidence to foster ethical biomedical and health research during the COVID-19
pandemic [17]. Each proposal fulfilled the specific components in designing the implementation
research study [4]. Table 1 summarized the specific ethical challenges encountered in each
proposal.
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Table 1: Summary of ethical challenges in implementation research during COVID-19
pandemic in Myanmar (April to October 2020)

Case 1 Case 2 Case 3
Ethical challenges Inclusive Malaria Nutrition support
self-help groups for | volunteers groups
primary health care (add-on mixed

methods COVID-19
perception survey)

Study design -
*

Study context/relevance *

Acceptability of intervention

Equipoise

Sustainability

Incentives

F[ ¥ k|

Quality control

F | k| k| H| 1
B k| X[ K| X| X| *| X

Group/community consent

*
*
*

Selection of community
representatives

Ancillary care * * *

Source: Adapted from- Ethics in implementation research. Facilitator's guide. Geneva: World Health
Organization; 2019. *- denotes the specific ethical consideration

Ethical challenges in implementation research particularly in time of PHEIC as noted in three case
records varied in terms of the study design, contextual equipoise, recruitment, and community
consent. There is an argument on the necessity of special consideration on ethical issues in the
design and conduct of stepped-wedge cluster-randomized trials in both high- and low-resource
settings in terms of the justification for using the design, and the classification of the study as
research or non-research [18-19]. Unlike the intervention study without a control group (case study
1) and a mixed-methods study with rounds of cross-sectional surveys (case study 3), the step-
wedged cluster randomized controlled trial (SW-CRT) (case study 2) raised some ethical
considerations together with methodological constraints. In a low-resourced setting, the
application of SW-CRT was feasible and relevant particularly related to a delay in rolled out of the
intervention package for malaria elimination to some control villages. Nevertheless, in terms of
risk-benefit assessment, the risks in delay should be considered as important as the intervention is
perceived to be superior compared to the standard of care [18].

Adequate protection of human research participants in selected villages to mitigate ethical
challenges relied upon the application of specific ethical guidelines by the research team as
suggested by the IRB. Furthermore, the IRBs should scrutinize for the underlying reason in the
choice of clusters (villages) as the first step to introduce interventions by targeting the mostly
needed ones as described in case study 2. However, SW-CRTs are less efficient, more prone to
bias, and expose more people to harm than conventional RCTs. Practical and logistical reasons
for using a CRT or SW-CRT should be weighed against the possible advantages of more rigorous
methods such as conventional RCTs [18]. In addition, observing the contextual equipoise of the
proposed implementation research is the real challenge for IRB members due to uncertainties and
unexpected events like disasters and public health emergencies [5,6,9]. It is particularly true in case
study 2.

Given that social and economic and local administrative issues contribute to the acceptability and
effectiveness of interventions in all case studies in this research, the IRB has seriously considered
the strategic plan proposed by the research teams for community engagement in their project sites
during public health emergency where vulnerable communities existed with health inequities [6,
10]. The IRBs need thorough scrutiny of the transparent recruitment procedures fit to pandemic
restrictions as well as the informed consent forms to observe autonomy [20] either in the form of
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community consent to reach vulnerable households or the individual ICF used during the initial,
mid-term, and end-evaluation surveys as noted in case study 3 with an addendum of two rounds
of COVID-19 perceptions survey. Balancing risks and benefits and plans to provide ancillary
services by the implementing partners or the appropriate referral service could pave the way to the
ethical conduct of implementation research [2,21]. Data sharing platforms varied by the source of
data and methods of data collection thus creating difficulty to maintain data confidentiality also
noted by other studies [11].

In the context of the COVID-19 pandemic, IRBs need to consider specific elements of research
proposals during the ethics review process. An ethics oversight should focus on the compliance of
each and every study with the international and local laws, rules, and guidelines for responses
towards disasters and public health emergencies and strict adherence during the actual conduct [8,
22]. Moreover, during the unprecedented COVID-19 pandemic period, it was imperative to
introduce protective measures/strategies to safeguard against and to mitigate the transmission and
risk of acquisition of infection for both research team members and the target audience [6].
Optimizing uptake of evidence-based interventions such as using personal protective equipment is
mandatory already included in the ethical considerations of the provided case studies in this
research. The adherence to COVID-19 restrictions enhances the use of safe data collection modes
without any interpersonal contact such as using mobile applications, and telephone interviews to
avoid undue risks as noted across all case studies. Also, ethics reviews should focus on
transparency during recruitment [9,23]. The arrangements for ethical dissemination of salient
findings by virtual means during the PHEIC mainly depend on the complex nature of
implementation research being based upon multi-stakeholders’ involvement at different levels of
the healthcare system [7].

Strengths and limitations

This is the first study reported from the IRB of a developing country where there is successful
planning for implementation research projects of various designs in rural communities during the
pandemic period. All of these proposals require appropriate modifications for ethical conduct
during the period of PHEIC after paving their way through the IRB review process. However, in
this study, we could not explore ethical issues/challenges involved in all types of implementation
research designs.

Conclusions

Reviewing and appraisal of the implementation research proposals by IRBs in low-constrained
settings is not an easy task. Current IRB review forms may require revisions to fit with epidemic
ethics as well as for an implementation research incorporating public health interventions. Besides,
IRBs should attempt for an after-review process and remote monitoring during the pandemic
period by guiding the researchers to submit the progress reports regularly for the fulfilment of
quality ethical oversight. The formidable challenges raised in implementation research ethics are
manifold that requires attention to develop specific ethics framework and indicators in low
resource settings. The evidence informed IRB policy and procedures for implementation research
ethics is a necessity to improve awareness and meaningful applications. It is crucial for further
capacity strengthening of IRBs as next steps to fit their reviews with PHEIC in a resource-
constrained environment.
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ABSTRACT

Background: Successful medical care requires ongoing collaboration between patients and
physicians. Their partnership requires both individuals to take an active role in the healing process.
Autonomous, competent patients control the decisions that direct their health care. With that
exercise of self-governance and choice, comes a number of responsibilities. These responsibilities
are presented to patients in the spirit of mutual trust and respect. Hence the objective of this study
is to assess the awareness of admitted patients in various hospitals in Belagavi about their
responsibilities.

Methodology: A cross sectional observational study was conducted amongst the admitted patients
of various hospitals in Belagavi, for a period of three months. Data were collected using pre-tested
questionnaire forms. The collected data was analyzed with SPSS V.20software. Analyzed Results
were expressed as percentage using appropriate tables and figures.

Results: 140 IPD patients accomplished the questionnaire on the awareness of patient’s
responsibilities of which 76.14% patients were aware and 23.86 % were unaware of their
responsibilities towards the health care.

Conclusions: This study concludes that a large number of IPD patients are aware of their
responsibilities and also signifies the importance of educating the remaining small number of IPD
patients about their responsibilities.

Key words: patient’s responsibilities, awareness, responsibility, Belagavi

Introduction
The American Medical Association has provided a list of patient responsibilities, said to be derived
from patient autonomy [1]. What are the basic responsibilities which patients should be aware of
[2]:

e Providing accurate and complete information.

e Asking questions

e Following instructions given by doctors
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Following facility, rules and regulations
Showing Respect and thoughtfulness
Meeting financial commitments

To follow treatment plan.

Madhok from India has reported doctors being, thrashed and abused by lay public for a trivial
fault. According to them the causes of violence were lack of communication between doctor and
patient, poor image of medical profession, lack of faith in judicial system and police, besides
insufficient security for doctors [3].

A report from Bangladesh also throws light on fact that violence in healthcare system has been
increasing at alarming level [4]. A national survey in Australia revealed that 58% of General
Practitioners had experienced verbal abuse and 18% experienced property damage [5]. The
medical profession and medical ethics currently place a greater emphasis on physician
responsibility than patient responsibility. This imbalance is not due to accident or a mistake but,
rather is motivated by strong moral reasons. As we debate the nature and extent of patient
responsibility it is important to keep in mind the reasons for giving a relatively minimal role to
patient responsibility in medical ethics [6].

Factors Influencing Patient Participation in Health Care Decision-Making are affected by
individual factors, such as
e Demographic characteristics [7-8];
Personal characteristics (reads a lot, is mentally ok, can express himself) [6,9];
Level of acculturation [7],
Cultural knowledge and beliefs [9],
Values and practices concerning health and care [7],
Having physical ability, cognitive and emotional relation with others [9-10],
Knowledge, beliefs, values and experiences in regard to mainstream health care services

[7]

This study is to find out whether inpatients are aware of their responsibilities or they have to be
educated in ethical and effective counselling methods for understanding their role and duties which
will contribute to increasing patients' involvement in their care and also factors affecting their
awareness of in patient’s responsibilities. The study was aimed to study the awareness of inpatients
responsibilities towards hospital, doctors and their treatment

METHODOLOGY

Source Of Data: The patients admitted in IPD of various hospitals of Belagavi city, with
willingness to participate in survey were taken. Informed written consent was taken from the
patients after obtaining detailed history. Evaluation was done with the help of performed
parameters.

Research Design: Case series observational study
Study Period: 3 Months
Sample Size: 140
Tool: Pretested validated questionnaire
Inclusion Criteria
» In patients who are conscious and can understand and speak
» Either sex
* Age from 18 and above
Exclusion Criteria
*  Unconscious ICU patients
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+ Patients less than 18 years
» Patients suffering from terminal illness
Method of collection of data
Patients were selected on the basis of inclusion & exclusion criteria. Minimum sample

RESULTS

Table 1: Gender based awareness: Descriptive Statistics

Gender Average Std. Dev. of Min Max
Awareness Awareness Awareness Awareness
F-48 6.9 3.0 0 10
M- 92 8.0 2.4 0 10
Grand Total- 140 7.6 2.7 0 10
Graph 1: Occupation based awareness among male and female
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Table 2: Awareness among various age groups: Descriptive statistics

Average of Std Dev of Min of
Age group Aware Aware Aware Max of Aware
18-30 7.5 2.859006 0 10
30-50 7.8 2.399863 1 10
50-70 7.5 2.856091 0 10
70-90 6.8 3.259175 0 10
Grand Total 7.6 2.673035 0 10
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Table 3: Awareness based on education and gender

Age group
Education
18-30 30-50 50-70 70-90 Grand
Total
Graduate+ 9 9 10 10 9
High school 6 7 8 7
Higher secondary | 7 8 9 8
Primary 8 6 7 10 7
Informal 7 7 5 6 6
Illiterate 7 5 6
Grand Total 8 8 8 7 8
Table 4: Chi-Squaretest for significance
Chi-square Test for significance
; Pearson Chi- @520 level of
Variables Square P-\Value Sigc;ﬁficant
Occupation 176.16 O.756 Insignificant
Age 32.81 0.331 Insignificant
Education 85.41 O.000 Significant
Gender 20.77 0.023 Significant

140 IPD patients accomplished the questionnaire on the awareness of patient's responsibilities of
which. 76.14% patients were aware and 23.86% were unaware of their responsibilities towards
health care. Factors influencing the awareness according to this study are as follows -
Education: Is significant association factor

Gender: Has significant association where males were more aware than females.

Age: Has no significant difference as awareness was equal among all the age group of IPD patients
Occupation: Has no significant association with awareness.

DISCUSSION

Patient responsibilities are important towards health care and hospital and are required in health
care ethics, but is not followed up to the mark by patients as they are more inclined towards rights
than responsibilities. Our modern societies have always given special prominence to patients'
rights, but rarely acknowledged the existence of their responsibilities. However, rights have to be
fully balanced with obligations. Patients are not only duty-bound by the traditional relationship
they have with medical professionals, but also by their role in society through healthcare.
Nowadays, as societies cannot afford irresponsible behaviour from the public in health care
systems, more attention has been paid to patients' duties. These do not just have moral
consequences, but also legal ones. Can a patient be held responsible for a bad outcome in a medical
treatment? Recent debates have shown that this question is a global problem, and it therefore
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requires an international overview. Such a study will help to clarify patients' duties and show how
the legal system deals with them and what has been done so far to engage more patients in their
own health. This survey helped me to understand the views of inpatients responsibilities towards
hospitals and doctors. In our study we found out that 76.14% patients were aware and 23.86%
were unaware of their responsibilities towards health care. No such studies were conducted on
patient’s responsibilities amongst the inpatients hence; this study reveals a valid data about the
Awareness of inpatients responsibilities in various hospitals.
‘What can be done?
* In hospital-to identify less educated patients with help of questionnaire format and educate
them.
» Globally this questionnaire can be filled online and applied globally.
* Mobile app can be developed on questionnaire and can be analysed.
» General rules and regulation can be displayed in the form of videos
‘What can be the outcome?
* Some services may be free in hospitals which can be brought to notice
* Medicines can be replaced and taken.
*  Maximum benefits can be taken like ESI scheme and govt policy where even uneducated
patients can be identified and informed.
+ For all the above, good communication between admin department, PRO and Doctors with
patients will help to take maximum benefits from the hospital.
The study was conducted only on inpatients of few hospitals in Belagavi city. An extensive study
should be done including greater number of hospitals in more geographical regions. Further studies
are needed to analyze the Awareness of patient’s responsibility with the broader scope including
various hospitals in different geographical locations.
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ABSTRACT

In response to a global public health emergency, it is critical to focus ethical considerations in
public health and socio-behavioral research proposals concerning COVID-19 containment. A
desk-based review during October 2020 analyzed two mixed methods studies and three
quantitative observational studies submitted to the Institutional Review Board (IRB) of which one
study emphasized the Case Report Forms (CRFs) and the rest were online surveys. Main tools
intended for primary data collection in the submitted research proposals covered the google forms,
Facebook messenger, and mobile phones to access the general public, healthcare providers, and
civil society organizations. The waiver of the documented ‘Informed Consent' to decide for filling
the online google forms, intensive pretesting and data collector training for interviews via digital
platforms, and data security issues were priority ethical concerns addressed during the IRB
appraisal in addition to preserve anonymity in retrieving and reporting the findings in CRF. The
virtual dissemination plan is acceptable during the pandemic. A regional networking scheme of
IRBs could foster ways to deal with ethical dilemmas during the public health emergency especially
when using the internet and other digital platforms for data collection.

Keywords: Ethical concerns, COVID-19 pandemic, IRB, public health, Socio-behavioural
research, Containment

INTRODUCTION

In the upsurge of COVID-19 infection which is unprecedented as a global public health emergency,
the research questions in public health and socio-behavioral dimensions are essential for the
containment in a real-time support of evidence-informed decisions [1-3]. In light of uncertainties
in vaccines and therapeutic agents as well as expanding community transmission of COVID-19
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infection, researchers focus to generate data on non-pharmaceutical interventions to follow the
example of earlier pandemics [4]. The local Institutional Review Boards (IRB) might face some
difficulties in reviewing those researches during public health emergency in response to pressure
from the authorities concerned [5-8]. In the context of COVID 19 pandemic, WHO has introduced
the standard operating procedures for rapid reviews by research ethics committees [9-10].

As stated in the Belmont report, the rights of research participants related to safety and beneficence
must be considered first [11]. Research has to follow the ethical principles even in the crisis of
public health aspect. The explicit ethical concerns for public health and socio-behavioral research
depend upon the choice of study design, recruitment approaches and data collection portals, data
curation, data sharing and dissemination. Scientific justification, assessment of risks and potential
benefits, consultation and engagement, coordination, participant selection, expert review and
informed consent were the key factors [12]. The underlying reasons for limited exploration of
ethical concerns in IRBs for socio-behavioral research in COVID-19 included lack of familiarity
and limited capacity of IRB members and potential solutions exist such as efforts in capacity
building [13]. Given that the IRB should consider whether the proposed informed consent taking
process is most appropriate to conduct in the situation, it is crucial to seek for any other
requirements being justifiable to express the respect of participants [14]. An IRB could waive the
informed consent and modify the elements such as the requirement of signature of participants in
the context of minimal risk study, if waiving of the informed consent could not severely affect the
participant’s welfare [15].

Myanmar has reported the first two confirmed cases of COVID-19 on 23 March 2020. Thereafter
in April, the accelerated health sector responses covered the guidelines for the healthcare providers
for prevention and containment measures. Other strategic approaches covered the establishment
of the national volunteer steering unit, community fever clinics in Yangon and Mandalay cities
and the National Call Center at the Department of Medical Research [16]. In response to the
fulfilment of knowledge gaps for the strengthening of policy and procedures, the research proposals
target the perspectives of healthcare providers towards compliance to guidelines, and public
understanding of rapidly evolving COVID-19 related information mainly essential for changes in
preventive behaviors and to promote early help-seeking for suspected symptoms. The IRB of
Department of Medical Research (DMR), Myanmar has received a total of 108 applications for
the full-board meetings, expedited reviews and exemption between April to October 2020 during
the pandemic period. The new SOP introduced for expedient reviews assisted the IRB members
to prepare for quality reviews. Above all, socio-behavioral and public health research contributed
for 45% (49/108) of which 24% (12/49) were COVID-19 related proposals. The turnaround time
from the date of review to approval by the IRB was as quick as six days in terms of the expedited
review process of the COVID-19 related proposals [17].

As such, the IRBs face ethical challenges in balancing the community and individual risks and
benefits in newly developed proposals submitted for review during the pandemic period with an
emphasis on containment measures. It is imperative to seek for specific ethical considerations to
protect human research participants during public health and socio-behavioral research in time of
public health emergency response. Both researchers and IRBs are responsible for ensuring the
justifiable risk-benefit ratio, social justice, and social values [15]. Studies are limited or none in
Myanmar and elsewhere according to the PUBMED literature search in addressing the problem
concerning ethical considerations of public health and socio-behavioral research during the
COVID-19 pandemic. Moreover, there is a need to fulfil the knowledge gap in research ethics
reviews. Therefore, this current study aimed to analyse the ethical concerns in reviewing the
COVID-19 related public health and socio-behavioral research proposals submitted to the IRB
(DMR), Myanmar between April to October 2020.

METHODOLOGY
Study design and study population

A cross-sectional study that included a desk-based record review of IRB at the Department of
Medical Research (DMR), Myanmar was carried out in October 2020. Five out of 12 records of
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public health and socio-behavioral research related to COVID-19 containment measures were
retrieved from the IRB (DMR).

Sampling and data analysis

The records at the IRB were purposively selected for the brief review and analys ofed the key
features in form of case studies that encompassed the proposal summary and ethical
considerations. The contents of the proposal review form by the standard operating procedures of
the IRB (DMR) covered: both technical and ethical issues to strengthen scientific integrity.

RESULTS

Two studies were intended for mixed methods and the remaining three were quantitative
observational studies of which one study focused on Case Report Forms (CRFs) of hospitalized
COVID-19 patients for secondary data collection and the rest planned online surveys for primary
data collection. All were stratified as the minimal risk and were eligible for the expedited review
at the IRB. The researchers aimed to use google forms, Facebook messenger, and mobile phones
to access the general public, healthcare providers and civil society organizations

Case study 1 emphasized the preparedness and response of health care providers in both public
and private sectors related to COVID-19 outbreak in country X (Text box 1).

Text box (1)
Case study on COVID-19 preparedness and response among public and private health care
providers
Project summary
A cross-sectional quantitative online survey is planned for rapid assessment of the
preparedness and response to COVID-19. The target population will be 30,000 public and
5,000 private health care providers in country X. The proposed recruitment is by the
announcement in the Facebook page along with the provision of a valid URL to download
Google Forms in a local language to collect the individual responses. This study will identify
the types and sources of information for COVID-19, common and preferred channels among
health care providers, and with implementing partner organizations for disease response,
awareness on prevention of COVID-19 focusing on physical distancing, about quarantine,
signs, symptoms, severity of the disease, reporting and referral procedures of suspected cases
and personal preventive measures, perceived needs and the availability of essential equipment
support for COVID-19 response and the perceived challenges during COVID-19 response,
and their suggestions for improvement.

In case study 1, the IRB has identified the ethical concerns to:

e Add the recruitment procedure in brief in the form of an announcement/advertisement in
Facebook to participate in the online survey before description of the study tool (online
google form) in Methodology section;

e Include the announcement in Facebook concerning the general information of research,
eligibility to participate, valid survey period, strict confidentiality measures to be
undertaken and a valid URL that linked to the survey;

e Submit the waiver request for the signature requirement in the ‘Informed Consent' before
participating in the minimal risk online survey that is ‘a waiver of documentation of
consent'.

o Submit the ‘Informed Consent' (without any signature) in form of an introductory letter to
decide whether agree or disagree to proceed in filling the provided online google form.

e Move the question to fill up the telephone number and the email address to the end of the
google form and add the guarantee for strict confidentiality.

e Include the dissemination plan to the target audience, policy and program planners to
promote immediate utilization of research results to strengthen the health systems
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Case study 2 focused the compliance with prevention guidelines and messages informing the
general public about COVID-19 risks (Text box 2).

Text box (2)

Case study on compliance with prevention guidelines and messages informing the public about
COVID-19 risks.

Project summary

It is a cross-sectional quantitative online survey among the general public using google forms to
access the compliance with prevention guidelines for COVID-19 transmission. It aimed to find
out the magnitude and predictors of public compliance with guidelines and information sources
accessed by the public for prevention of COVID-19 transmission. The study population will be
people 12 to 75 years old using Facebook and various social media and will collect the required
data by requesting to complete the google survey form. The estimated sample size will be 171.

In case study 2, the IRB has identified the ethical concerns to

e Consider the inclusion of minors (12-17 years) in this online survey. However, it does not
raise a big ethical concern due to not requiring privacy, not addressing the illegal issue or
stigmatizing event and non-sensitive nature of questionnaire addressed in the google form.
The questionnaires are mainly based upon government instructions widely available in the
public media.

e Prepare and submit the ‘Informed Consent'/’ Assent’ (without any signature) in form of an
introductory letter to decide whether agree or disagree to proceed in filling the provided
online google form.

e Submit the waiver request for the signature requirement in the ‘Informed
Consent'/’ Assent’ before participating in the minimal risk online survey that is a waiver of
documentation of consent'.

e Include the dissemination plan of research results to the target audience, policy, and
program planners to promote immediate utilization of research results to strengthen the
healthcare infrastructure.

Case study 3 focused on epidemiological distribution and clinical characteristics of COVID-19
patients in country X (Text box 3). COVID-19 patients should be included in the vulnerable
population especially when hospitalized and progressing into severity. However, this submitted
proposal was categorized as a minimal risk study due to the use of secondary data extracted from
case report forms (CRF).

Text box (3)
Case study on epidemiological distribution and clinical characteristics of Coronavirus disease
(COVID-19).
Project summary

A cross-sectional quantitative study aimed to identify the epidemiological distribution, to
describe the clinical and laboratory and radiological findings, to determine the proportion of
symptomatic cases among COVID-19 cases, to evaluate the disease outcomes and to contribute
the understanding of transmission of infection by assessing outcomes and management of the
COVID-19 patients. It will analyse the publicly available secondary data of the Central
Epidemiological Unit and case report forms recorded at the hospitals in Yangon Region which
currently treat the COVID-19 confirmed cases.

The IRB further identified the ethical concerns in case study 3 to:
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e Consider the waiver of the informed consent as the data will be collected from the existing
medical records covering the whole period of hospital stay;

e Observe anonymity while retrieving, analysing, and reporting the essential findings
available from individual case report forms. However, it is critical to record the name of
the patient in terms of numerical codes in a password protected computer and to allow the
patient to request for corrections or suppression of the collected information before
discharge.

Case study 4 focused safe and effective use of chemical disinfectants by general public and
volunteers in non-healthcare settings of country X in the context of COVID-19 (Text box 4).

Text box (4)

Case study on safe and effective use of chemical disinfectants by general public and volunteers in
non-healthcare settings in the context of COVID-19

Project summary

It is a cross-sectional mixed methods study to promote safe and effective use of chemical
disinfectants among the users of online social media and volunteers in non-healthcare settings in
the context of COVID-19. For quantitative data collection, general public and volunteers of civil
society organization (CSO) will be recruited for self-reported structured questionnaires including
knowledge, risk perception and practiced related to chemical disinfection and related health
problems. For qualitative portion, telephone interviews will be done for 10 representatives of CSO
about current practices, challenges of chemical disinfection in non-healthcare settings, and potential
solutions for safe and appropriate use.

The IRB identified the ethical concerns in case study 4 to:

e Submit the ‘Informed Consent' (without any signature) in form of an introductory letter to
decide whether agree or disagree to proceed in filling the provided online google form,;

e Submit the separate waiver request letter for the signature requirement in the ‘Informed
Consent' before participating in the minimal risk online survey that is ‘a waiver of
documentation of consent'

e Submit the request for verbal consent only for telephone interviews in collecting the
qualitative data;

e Include in the consent for qualitative interview as: “It may need more than one call if any
interruption or disturbance occurs meets during the call.”

e Train data collectors for telephone interviews especially introduction, tone, and respect;

e Educate the volunteers on how to use the disinfectant properly after interviewing and refer
to clinicians if they have any health problems related to disinfectant use.

Case study 5 focused on healthcare providers at the district level of healthcare infrastructure and
their perceptions towards the feasibility of establishing community fever clinics by using mixed
methods. (Text box 5).
The IRB identified the ethical concerns in case study 5 to:
e Consider the online data security via a video call on the Facebook messenger for qualitative
interviews and to pay attention to the feeling of discomfort of being identified on Facebook;
e Maintain the confidentiality of collected data
e Prepare the ‘waiver of documentation of informed consent’
e Disseminate through the virtual platform concerning the salient findings in form of
aggregate data with concealment of personal identifiers
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Apparently, by participating in online surveys, none of the study participants could attain direct
and immediate benefits. Nonetheless, the major benefit is the opportunity to contribute new
knowledge. As for the incentives provided for participation in online surveys, four case studies in
this research did not offer direct cash payment. However, interviewees through mobile phones and
the Facebook messenger will be offered top-up phone bills to compensate their time.

Text box (5)

Case study on perception of health care providers on operational feasibility of community
fever clinics

Project summary

A cross-sectional mixed methods study will identify the perception of both public and private
health care providers on operational feasibility of community fever clinics in the district Y.
For quantitative data collection, online Google forms will be used for 245 medical personnel.
Altogether 14 key informants will be reached out for interviews via the video call using the
face-book messenger.

DISCUSSION

The planned study design by the research team vis-a-vis their choices in the data collection portal
(online system vs. conventional system) might have ethical implications for socio-behavioral and
public health research [18-20] which is also true for research proposals related to COVID-19
infection [6-7]. In this research, all case studies illustrated the cross-sectional observational study
design, and four out of five case studies involved digital platforms. Most of the researchers
introduced the google forms via Facebook social media, and interviews through mobile phones.
The internet research as a new avenue that has gained popularity in recent years is not without
ethical challenges [21]. Among others, one case study preferred secondary data collection only by
extracting the medical records to avoid the conduct of face-to-face interviews during the pandemic
restrictions such as lock-down and semi-lock down measures and social distancing. Ethical
concerns in record reviews highlight the importance of observing the anonymity [22]. It is
emphasized as essential to keep the identifiers confidential in retrieving and reporting the findings
in case study 3 through the extraction of available records of CRF at the study hospitals.

For digital data collection, the recruitment and eligibility criteria are important that requires an
initial online announcement of the survey. The written informed consent procedures are not fit
were not appropriate in this condition and an alternative form are was needed as evident in this
brief review which is in consistency with other studies [23-25]. Therefore, as expressed in case
studies, the IRB has suggested the researchers for the waiver request of the documented Tnformed
Consent' in form of an introductory letter to decide whether agree or disagree to proceed in filling
the online google forms. The IRB has to check the alternative consent taking procedures whether
all the required information related to the study are informed provided to participants before data
collection and proper archiving of consent like documentation in google data collection form and
recording [26-28].

As reported by other studies, there was an increasing trend in using the social media platforms in
the field of socio-behavioral research. This context may bring in complex ethical issues associated
with using social media for data collection [29]. The IRB strongly recommended data collection
training and pretesting for telephone interviews and other online media, to educate the participants
about control measures of COVID-19 and to arrange for proper referral to those with reported
physical or mental problems. The IRB needs to consider both ethical and technical issues affecting
scientific integrity carefully in this situation by reviewing the data collection method and the
inclusion of proper interviewer training. Data security was the priority for online research
involving either active or passive data collection and also for mitigating the discomfort felt by
participants being identified either in the social media platform or during the interviews with a
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video call from the Facebook messenger as noted in case study 5. Ethical issues were central to
anonymity and confidentiality apart from data security. Within the European Union, studies need
to comply with the General Data Protection Regulation (GDPR) in addition to country specific
data protection regulations (In: EU Data Protection Rules and U.S. Implications, 2020) [30]. It is
highly important to maintain the confidentiality of COVID-19 related data due to the possibility
of stigmatization and violence. Therefore, the IRB needed to ensure thoroughly describing data
storage and maintenance in the submitted proposals [30-32].

The dissemination of salient findings as an input to formulate new strategies for behavioral change
communication, develop innovative public health interventions or to strengthen the existing policy
and program guidelines are critical in public health and socio-behavioral research [32-33]. The IRB
also suggested for the timely dissemination plan by virtual means during the pandemic to the target
audience and the policy and program planners to promote immediate utilization. It is essential to
check the involvement of dissemination plan about the study findings to relevant stakeholders,
affected population and, the global community as necessary so that the greatest impact of the socio-
behavioral and public health related research can be obtained. This fact has been supported by the
COVID-19 Research Roadmap social science working group being established following the
Global Research and Innovation meeting held in Geneva. Among others, one of the important
responsibilities of the expert group members is to provide feedback on ‘state of the art’ COVID-19
evidence in priority areas [33-34]. As such, effective dissemination is critical to accelerate the
timely access of stakeholders to evidence-based messages in locally relevant language supportive
to mitigate the spread of corona virus.

Conclusions

A real-time evidence generated from this study could support the effective and efficient reviewing
of research concerning public health emergency response by local IRBs, thereby promoting
scientifically and ethically sound studies in similar scenarios. The IRBs need to handle the timely
implementation of COVID-19 related studies by fulfilment of scientific integrity within a short
processing time. In the long run, the enhancement in networking the IRBs in the Region could
foster sharing of ways to deal with ethical dilemmas especially when using internet-based research
and digital platforms in support of COVID-19 related socio-behavioral and public health research
entity.
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Introduction

Informed Consent is an ethical and legal obligation that a medical practitioner or researcher must
take in order to explain the treatment plan or enrol a participant in a research trial. In this process
the participant or patient is informed about all the aspects of the treatment or trial in detail, which
are important for the participant or patient to decide after studying these aspects in detail whether
they want to voluntarily confirm their participation in the trial or is willing to undergo the said
procedure or treatment. The concept is based on the principle of the Nuremberg Code, The
Declaration of Helsinki, and the Belmont Report [1-5].

The informed consent is described in ethical codes and regulations for human subject's research.
The goal of the informed consent process is to provide sufficient information to a potential
participant, in a language which is easily understood by him/her, so that he/she can make the
voluntary decision regarding “to” or “not to” participate in the research study. The same is
applicable when an Individual undergoes a medical procedure, surgery or takes certain
medications. No individual has the right to infringe a person’s fundamental right, thus “Informed
Consent” is an important and ethical tool [1,3].

Components of an Informed Consent

An Informed Consent can only be considered to have been given if a person or his/her legal
representative have been completely informed about the trial/procedure and having understood
the provided information, freely agrees to participate in the study or undergo a procedure.

Thus, the person must possess competence, must be voluntary and not been having to be forced to
make a decision, the provision of information must be clear truthful and cover entire details of the
said procedure or study, only then will the consent be valid.

Ethical Aspects of Informed Consent in Dementia

In obtaining an informed consent in patients suffering from Dementia we are faced with a
significant challenge, as obtaining a consent depends on the competence and mental capacity of
the individual. Certain symptoms of dementia like difficulty in concentration and understanding,
problems in short term memory, makes their ability to give informed consent questionable.
Furthermore, as age progresses the symptoms may worsen. However, it cannot be assumed that
people with dementia are incapable of giving consent. Patients with mild to moderate dementia
can interpret, evaluate, and derive meaning from their lives. The law assumes that all Individuals
are capable unless there is evidence to the contrary [6-7].

The capacity has to be assessed in reference to the particular decision an individual needs to make
at that particular time the decision needs to be made. A person can be deemed to be without
capacity if, at the particular time when the decision needs to be made, he or she is unable by reason
of mental disability to make a decision on the matter in question or is unable to communicate a
decision owing to his or her altered consciousness or any other reason [8]. Also, capacity is not
global in scope. Most decisions are made individually by a person, these decisions are often
constrained by personal choice, values, socio-cultural influences, education, and occupation, thus,
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they may not be always based on logic or deliberation [9]. Understanding, appreciation, reasoning
and expression of a choice are the decision-making abilities that characterise capacity. This ability
is not static [10]. Treatment of certain reversible conditions can also improve capacity, fluctuations,
medications, delirium, infections, drowsiness, sundowning also effects the ability to make
decisions [6-11].

It is established that capacity is required for valid informed consent, although capacity is dependent
on cognition, it is not the same as cognition. It is also different from functional activities, for
example, a person who is unable to do a certain task may be capable of deciding who can assist
them to do the task [6].

Studies have found that impaired decision making was found in 44-69% residents in nursing homes
and nearly all patients with mild to moderate Alzheimer’s dementia were impaired at making
decisions (component of understanding) but could still perform well as controls on appreciation,
reasoning, and choice. Thus, with the preserved ability of making choice and providing reasoning,
they can make a decision about daily care but not about complex treatment choices [12-15].
Patients with behavioural variant of frontoparietal dementia may perform well on standard
neuropsychological tests but have impaired judgement and decision- making [16]. Patients with
amnestic mild cognitive impairment were able to express choice but had impaired appreciation,
reasoning and understanding [17].

Assessment of Capacity

A semi structured direct interview with the patient is used to assess capacity. The patient must
have adequate, relevant information regarding the matter to be discussed and an approach of open-
ended questions can be used to evaluate the aspects of decision-making abilities (understanding,
choice, appreciation, and reasoning). Reassessment should be done which should be consistent
and stable over time [6-18]

The clinician has an ethical responsibility to accurately assess the decision-making capacity of a
patient, as it has various ethical, legal, and moral implications. In obtaining a consent the clinician
must strike a balance between respecting the autonomy of the patient and acting in their best
interest. It can also be possible that this decision be reviewed critically in the court of law. Thus,
the process must be rigorous. The capacity is a point along the continuum, which can be rated
adequate, inadequate, and marginal. The clinician must also be tactful to communicate the need
for further assessment and maintain adequate records [6].

Certain tools can be used for assessing competence to name a few:

1. MacArthur Competence Assessment Tool Treatment: It is frequently used to assess
competence and has been validated in patients with dementia which scores for four
domains of capacity [19].

2. Assessment of Capacity for Everyday Decision-making: Useful to understand if a person
who has a functional deficit understands an appreciates the problem, the risks and benefits
of solutions to the problem and can reason through choices about solving it [20].

3. Role of Neuropsychological Tests: The help understand the neural basis of the decision-
making ability, indicate interventions, and also act as a tool to assess capacity. Bedside
tests like executive interview, formal tests like test of conceptualisation, Trials A and
fluency test can measure executive functioning. Verbal memory tests are also important to
recall information. [6,14, 21-23] The cognitive level of cognitive function and decision
ability varies from individual to individual, but it has a significant impact on the patient’s
judgement regarding their capacity. The Mini Mental Status Examination (MMSE) is a
widely used tool of cognition in clinical practice, it is easy to administer and requires no
formal training. If used in conjunction with other neuropsychological tests it can improve
patient’s comprehension of the task to be done [13].

There is currently no single test, which could be considered a gold standard test for capacity
assessments. In clinical practice, a combination of clinician’s judgment with a structured capacity
interview and neuropsychological tests that include executive function tests would be ideal. [6,24]
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Alternatives In case of Incompetence to give Informed consent

A person who fully lacks the capacity to consent to research or a procedure could be for or against
participating in research or undergoing the procedure in general. But that does not mean that in
informed consent cannot be taken. In such cases 2 alternatives can be considered:

1. Advanced Directives: These are written by competent individuals who wanted to express
in writing their wishes about medical treatment they might eventually need in the event of
an accident or illness which rendered them incapable of exercising self-determination. In
this way, a person’s autonomy could be extended into the future well beyond the point that
they were able to exercise it. The concept of the advance directive has been further
extended to the research situation in some countries but not in most. Advance directives
may be legally binding or simply advisory depending on their legal status in each country
and sometimes on the nature of the decisions to be made [6].

2. Proxy Decision Making: It is usually in context of healthcare decisions and may be
covered with laws or deontological codes. In certain countries proxy decision makers can
also consent on behalf of the patient with dementia. In certain situations, the proxy
decision maker is made by the means of an advanced directive. In other cases, it could be
the patients’ relative in the form of spouse, adult child, sibling, or lawful guardian [25].

Conclusion

A person's capacity to decide and make choices is an important part of who they are and how they
wish to live. A person has the right to have an informed consent. Dementia can pose unique
challenges in obtaining informed consent. As clinicians it is important to not just assess but ensure
that the conditions provided were optimal for level of functioning of the individual to enable them
to make a decision. We need to spend time to educate the person and their family, reduce their
anxiety, take into consideration the lucid intervals, treatable causes, physical conditions which can
interfere with capacity. Overall, the patient’s best interests need to be focussed on. All persons
irrespective of age enjoy the same liberties, however patients with dementia are more vulnerable
and need proper attention. The complexities of their assessment and implications of their
judgments need to be taken into consideration to ensure that their interests are protected. Informed
consent in dementia requires a fine balance to be ethically and morally correct and preserving the
autonomy of the patient.
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Introduction

Human sexuality is recognized as a fundamental driving force but is frequently misunderstood and
particularly in the elders it is neglected [1]. A marked increase in life expectancy over the past
century has meant that individuals over the age of 65 years form an increasingly large proportion
of our population [2]. Human beings are actually never too old to enjoy a happy and healthy sex
life. Despite this, many people, young and old alike, are astounded at the idea of people remaining
sexually active in their sixties and beyond. It is frequently assumed that elder persons lose their
sexual desires or that they are physically unable to perform. For the elders, the ability to remain
sexually active is a major concern in their lives. Fear about the loss of sexual prowess in older
males is common. Older women also express sexual desire, but may fear their interest is
undignified and disgraceful. Some elder persons may even freely accept their interests in sex, but
their children or grandchildren may disapprove, making them feel guilty. The elder often view
sexuality as an expression of passion, affection, admiration, and loyalty, a renewal of romance, a
general affirmation of life, especially the expression of joy and a continuing opportunity for growth
and experience. In addition, sexual activity is a means for the elder to affirm physical functioning,
to maintain a strong sense of identity and establish self-confidence, and to prevent anxiety. It
remains a mode of pure physical pleasure as well. However, not all elder persons have positive
attitudes about sexuality. Like all persons, elders may experience sexual dysfunction due to
boredom, fear, fatigue, grief, or other factors (e.g., intrinsically low sexual desire, physical
disability). Sexuality in the elder is particularly affected by problems that are common in this age
group, for example, depression, medical disorders, or incapacitation or death of a partner [3].

The concept of ethics

Ethics or moral philosophy is a branch of philosophy that "involves systematizing, defending, and
recommending concepts of right and wrong behaviour" [4]. The field of ethics, along with
aesthetics, concerns matter of value; these fields comprise the branch of philosophy called axiology
[5]. Ethics seeks to resolve questions of human morality by defining concepts such as good and
evil, right and wrong, virtue and vice, justice and crime. As a field of intellectual inquiry, moral
philosophy is related to the fields of moral psychology, descriptive ethics, and value theory [6].

Ethics, sexuality and old age

Availability of partners plays a major role in how older adults experience sexuality. It is well
documented that the majority of women outlive the majority of men in the United States. In
contrast to older women, older men have significantly more opportunities to pursue opposite-sex
relationships [7]. Approximately four out of five women who are seventy-five or older do not have
a male sexual partner. In contrast, over 60%of the men in this age group do have a partner (AARP).
The consequences of this gender gap have both personal and public health ramifications. With the
advent of prescription drugs (for example, Viagra) that aid male erections, older men are more
sexually active than in past generations. Drug-enhanced stamina paired with the gender gap makes
it likely for partner-sharing to occur, such that each older man may have two or three female sexual
partners who are within his peer group. Public health problems are magnified when older men

Global Bioethics Enquiry 2021; 9(1)



47 | Parmar: Sexuality in Old Age

seek out the services of prostitutes and bring sexually transmitted diseases, including HIV, back to
their senior partners [8]. The problems in older aged people increases when they have dementia.
When a spouse is affected by dementia, moral and ethical views eventually can come into play.
Healthy partners, more and more frequently, are going outside of marriage as the unmet emotional
needs begin to increase. In addition to their own feelings of guilt, disapproving family members,
friends, or physicians with little awareness of how to deal with this sensitive aspect of life with
dementia may exacerbate the problem [9]. If relationships are the private arena in the struggle with
sexuality and dementia, then long-term care is the public arena. With increasing frequency,
assisted-living and skilled-care nursing facilities as well as older adults’ family homes are walking
a blurring line between guarding against neglect and abuse of residents, particularly those with
dementia [9]. Specifically, when it comes to sexuality in long term care, not permitting residents
to express their sexuality constitutes neglect, while failing to protect residents from unwanted
sexual expression by another constitutes abuse. Abuse may range from criminal predation of a
staff member or resident to a simple case of mistaken identity in a confused dementia patient.
Many of the staff members are young and may have little experience that prepares them for sexual
behaviours in confused patients. Families may have differing religious or cultural backgrounds,
giving way to differing views. The demand to fill nursing home beds may exert pressure from
corporate mandates on facility administrators, encouraging the admission of prospective new
residents with known inappropriate sexual behaviours that are likely to create difficulties [9].
Intimacy and sexuality expressed by nursing home residents with dementia remains an ethically
sensitive issue for care facilities, nursing staff and family members. Dealing with residents' sexual
longings and behaviour is extremely difficult, putting a burden on the caregivers as well as on the
residents themselves and their relatives [10].

Ethical dilemma also occurs for use of drugs to increase or decrease sexual urge in old age. One
study found that overall sexual activity showed a declining course with increasing age but still
continued in individuals above 50 years of age. They also found that women were less interested
and also less involved in both coital as well as non-coital activities. Sexual function is generally
better in an active and working lifestyle in old age. Increasing age generally comes with reduction
in quality of erection, ejaculate volume, vaginal lubrication, orgasmic pleasure and overall sexual
functioning. Most individuals do not seem to be distressed with these changes. They frequently
have more incidence of co-morbid illness in cases with worsened sexual function and sexual
activity. People with old age have significant increase in the time required for sexual arousal. This
study also quoted that love and intimacy stayed the same for majority of their subjects [11].
Moral and cultural values can interfere with the normal process of sexuality in old age. A sexually
active old age female may want to have some drugs that can help her subside her sexuality as she
may find it culturally inappropriate for her age. The ethical dilemma here falls on the doctor.
Respecting the patients’ autonomy takes priority but prescribing drugs or undergoing any kind of
medical procedures has at old age has its own negative implications. Taking the high levels of
comorbidity into account it might be as well be risky. For example, Sildenafil citrate has been
shown to be an effective and well-tolerated oral agent for treating ED in the general population of
adult men with ED of broad-spectrum aetiology. Elderly men are more likely to have concomitant
medical problems than the general population of men with ED [12]. There is an incidence of 18%
headache, 8% flushing, 8% dyspepsia, 5% nasal congestion and 2% visual changes of adverse
effects among the older age group. No overt cardiovascular events are reported. So, sildenafil is
an effective agent in elderly men, but it had a lower efficacy rate with increasing age, especially in
men aged >80 years [13].

Sometimes when a person in old age, especially with dementia is sexually active, there are
concerns about whether the person has the mental capacity to consent. This may be a concern both
in existing relationships and in new relationships. All health and social care staff have a vital role
to play in protecting vulnerable people from abuse and exploitation [14]. However, it is essential
to be aware that the first statutory principle of the Mental Capacity Act 2005 is that ‘a person must
be assumed to have capacity unless it is established that he lacks capacity’. A diagnosis of dementia
alone does not automatically mean that a person lacks capacity to consent to sex [14]. The Mental
Capacity Act also tells us that a person must be given help with decision-making. This could
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involve developing some awareness, if possible, of a person’s past sexual preferences and habits
and reminding them of wishes they have communicated previously. It also needs to be recognised
that consent to sex will often be communicated non-verbally rather than verbally. Patients with
dementia cannot be assumed to have impaired capacity. Even a patient with moderate or severe
dementia, with obviously impaired capacity may still be able to indicate a choice and show some
understanding. Four key components of decision-making in a capacity evaluation include
understanding, communicating a choice, appreciation, and reasoning. Assessment of capacity
requires a direct interview with the patient using open-ended questions and may include both
informal and formal approaches depending on the situation and the context. A baseline cognitive
evaluation with a simple test to assess executive function is often useful in capacity evaluation. All
capacity evaluations are situation specific, relating to the particular decision under consideration,
and are not global in scope. The clinician needs to spend adequate time with the patient and the
family allaying their anxieties and also consider the sociocultural context. The area of capacity has
considerable overlap with law and the clinician treating patients with dementia should understand
the complexities of assessment and the implications of impaired capacity. It is also essential that
the clinician be well informed and keep meticulous records. It is crucial to strike a balance between
respecting the patient autonomy and acting in his/her best interest [15]. If somebody does have
the capacity to consent to engage in a sexual relationship with another consenting adult, then they
have the right to do so regardless of whether other people approve and their privacy must be
respected [14].

Older aged people with LGBTQ face different issues. Older LGBTQ people are marginalised by:
a) younger LGBT people, because of ageism; and b) by older age social networks because of
homophobia, biphobia, transphobia, heteronormativity (the assumption that everyone is
heterosexual, heterosexism (the privileging of heterosexuality), prejudice and discrimination
towards LGBT people. Stigma against sexual expression in LGBTQ older adults may cause
concealment of sexual orientation from family or care providers due to fears of rejection [16].
When compared with their heterosexual cisgender (non-transgender) counterparts, LGBTQ+
older adults are more likely to delay or not seek medical care, often due to fear of real or perceived
discrimination from healthcare providers [17].

This topic is rarely talked about or discussed in the public. A geriatric person may have or may not
be sexually active but the ethical aspects associated with it need to be discussed more vividly.
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Introduction

The advent of this pandemic has caused researchers all over the world to study various aspects,
from the virus itself, to factors that are affected by it. Psychological research in the wake of COVID-
19 is no such exception. While mental health concerns during this pandemic are sources of further
study for future considerations, we must take into account ethical issues. Privacy and security
concerns are of utmost importance, as research in this field often involves sensitive data such as a
patient’s medical records and psychiatric history. In case of in person research, the researcher
should follow all COVID-19 related protocols like masking, social distancing etc. The researcher
should also ensure the research participants are following protocol as well. Sensitivity during this
pandemic with respect to data is also an important issue. Individuals are going through highly
stressful periods, experiencing a downward spiral of mental health, grief, and financial stress. A
lot of families have not only had to deal with the loss of their loved ones but have been deprived
from saying their last goodbyes and carrying out their funeral rites. Researchers must keep in mind
this vulnerable mental state. Health care systems around the world have been crumbling with work
pressure and hence it is very important for researchers to be sensitive while conducting research
and not press health workers to give out confidential details. Ethical committees must set clear cut
guidelines with respect to psychological research, to ensure that the rights of the participants are
given utmost importance.

Sensitivity during data collection

Research during the pandemic brings about the concern about sensitivity towards participants. For
purposes of research, the researcher’s sample could involve grieving families, patients who have
been on the ventilator, and vulnerable populations such as those who have serious mental illnesses.
It is especially important that the researcher keeps in mind that the participants’ mental state has
to be protected and taken care of. For example, wording of questions in surveys and interviews
should be such that the questions themselves don’t trigger a downward spiral of emotions, or make
symptoms of their mental illness worse. The researcher must ensure that participants are not
reminded of the stressful period that they went through, as it can bring about memories of the
traumatic experience. It is imperative that researchers draw the line between the quest for data
collection and the very sensitivity that is required on the part of humanity during these times.
Experienced researchers must train their assistants in how to collect data from the population,
when the topic of study is sensitive. An atmosphere of trust and emotional support should be built
above all, rather than the mechanical collection of data.

In the Indian context, the Indian Council of Medical Research (ICMR) has released ethical
guidelines for research during COVID-19. It highlights the possibility of stigmatizing patients who
have tested positive, as well as disadvantaged communities. Additional guidelines have been
mentioned for those individuals who have gone through particularly stressful experiences. There
have been specific guidelines for research on psychology and mental health, and they involve
aspects such as the provision of psychosocial support, empathy, and utmost respect.
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Privacy and data storage concerns

Privacy and security concerns are one of the main ethical issues to be accounted for when
undertaking any form of research. Online research raises a lot of concerns of privacy and safety of
data. When researchers use online platforms, they must ensure the apps are secure and end to end
encrypted and aren’t stealing data for marketing, selling data etc. Data collection methods done
via video conference platforms such as Zoom, Google Meet, or WhatsApp video calls must ensure
that the recordings are stored with utmost safety. Other platforms such as Google Forms must
ensure that data is not shared by multiple researchers, to avoid data leakage. The number of people
who have access to the data should be kept minimal as greater the number of people who have
access to the data, higher the risk of data leaking. When participants take part in a research study,
they are trusting the researcher with their information.

In today’s world data is extremely valuable and data theft is widespread. Sensitive data, related to
both physical and mental health must be protected. In the age of digital leaks and hacking, such
data needs to be especially protected. The next issue related to privacy involves the storage of data.
Hackers in the past, have been able to get access to patients’ medical records at hospitals in a bid
to extort money from the hospital. Especially keeping in mind, the context of COVID-19,
researchers who have access to patients’ medical records must ensure that data is saved with
utmost safety and security, using encryption. Researchers need to be careful and make sure their
data is stored securely and is hack-proof. A lot of COVID-19 patients have been facing a lot of
stigmatization and discrimination. When research studies are conducted, participants often
disclose very personal details and hence it is crucial these details stay confidential and the
participants are protected from any kind of discrimination or stigmatization. It is the researcher’s
responsibility to maintain confidentiality and safeguard the participants' information.

Details about a patient’s mental health disorders, ranging from anxiety, to schizophrenia must be
saved with utmost privacy, after the participant, or the caregiver has provided consent about their
data being used for a research study.

To ensure that privacy and confidentiality is maintained at all times, researchers must set clear
guidelines on data collection and storage procedures before anything else. Especially if all the data
collection is done remotely online, extra security measures should be added wherever possible.
While researchers might be motivated to publish the most recent findings related to the impact of
the pandemic on mental health, caution must be taken in ensuring that privacy is not breached.
Anonymity must be provided wherever possible.

Safety of researchers and participants in case of in person research methods

Mental health research is predominantly through face-to-face interview methods, or through
observational methods. However, these methods generally involve the researcher and participant
being in an outdoor setting which could be potentially dangerous to both as they are risking
exposing themselves to the virus. As far as possible, researchers should try to switch to virtual
platforms as an alternative medium for conducting research as that greatly mitigates their risks.
Since participants could get wary about giving personal data for research through an online
medium, researchers could reassure them by addressing privacy concerns by providing them with
evidence that the platform they are using is safe and end-to-end encrypted.

In cases where virtual research methods aren’t possible, researchers must strictly follow all
COVID-19 related protocols like wearing a mask, face shield, maintaining social distance etc. As
far as possible, while going to conduct research, the researchers should avoid public transport and
try to travel in a private vehicle so that they cut down their exposure. If a group research is
involved, it is very important to schedule it in a way that prevents overcrowding and stick to the
schedule. While conducting any form of interactive research, the researchers must also ensure the
research participants are also following all safety protocols. If participants are found not following
safety protocol, for example, lowering their face mask, it is important for the researcher to correct
them and immediately request them to follow the safety protocol.
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Research with Vulnerable Populations

Children and adolescents

The biggest ethical issue while doing research with children and adolescents is that of consent.
Especially with young children or those who are differently abled, it is imperative that the consent
of these participants is taken before anything else. UNICEF has released guidelines on ethical
considerations while conducting research on violence against children during the COVID-19
pandemic, where they emphasise that the requirement for gathering data should not override the
consideration of the risks involved. These ethical guidelines include the possibility of gathering
data remotely to eliminate face to face contact, lockdown rules and restriction measures to name
a few. Further, many children have lost their parents due to COVID, and are in a particularly
vulnerable mental state. Care needs to be taken that such groups are handled with utmost care and
sensitivity, with experienced researchers in the field of paediatric research. In many cases,
especially with infants and toddlers, the consent of caregivers is mandatory. Education settings
like pre-schools, non-governmental organisations, orphanages, and child development clinics will
have ethical guidelines of their own which researchers have to keep in mind.

Sensitivity and safety with the geriatric population

Majority of the geriatric population are not technologically savvy and hence while conducting
research with the geriatric population, researchers may be forced to conduct in person research.
However, the older population is a high-risk population for Covid-19 as they have a range of
comorbidities and weaker immunity than younger people. It is crucial for the researcher to follow
safety protocol especially while interacting with the older population.

One of the many ethical issues that come up while conducting research with the home-bound
geriatric population is the researcher’s role conflict. Parsons has provided a structural account of
roles in his notion of the sick role. Merton has also provided information about how role conflict
is a sociological construct, in his construct of role-sets. Researcher’s role conflict occurs when the
researcher is performing two roles with different and sometimes opposing sets of expectations. As
a researcher, the normative role expectation is to be someone who is supposed to remain objective
and not biased. However, while conducting research, if the researcher comes across something
that could be potentially harmful to the participant, the researcher would feel an obligation to act
in response to the perceived threat, abuse or neglect of the study participant while at the same time,
the researcher would feel the need to remain objective and not do anything that would interfere
with the study and dilute the validity of the results.

There are also many ethical issues while conducting research with the geriatric population that
suffers from disorders like Alzheimer’s. If researchers are conducting research on patients who
have recovered from COVID-19, and any of the participants are suffering from Alzheimer’s they
may have no recollection of it and as a result it may scare them and heighten their paranoia. Many
old age related psychological problems like Alzheimer’s diminish a person’s understanding and
decision making abilities. Hence, it is unethical to conduct research on them as they may not fully
understand the consent process and their willingness to participate may hence not be entirely
consensual.

Ethical issues while doing research on healthcare workers

Health care systems around the world have been crumbling with pressure due to the COVID-19
pandemic. Health care professionals are being faced with challenges they have never seen before.
Besides working themselves to the bone with extra shifts and increased patient load, they also have
to worry about their own exposure to the virus and carrying the risk back home to their families.
Health care workers also feel a lot of helplessness like in situations where they have to turn patients
away, or when a particular treatment isn’t working and they are losing the patient. A cross-
sectional study on the impact of mental health among medical and nursing staff in Wuhan during
the 2019 COVID-19 outbreak confirmed two-thirds of mental health disorders, especially in young
women. Health care workers form a major cohort for COVID-19 related research, however, there
are certain ethics researchers must keep in mind. Researchers should respect confidential data like
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a patient's personal details and not press doctors, nurses etc. for giving out this type of sensitive
data while conducting a research.

Around the world there have been shortages of medical resources and hospitals have had to turn
away patients as they couldn’t cope with the numbers. Globally, a lot of medical staff have reported
feeling a moral dilemma while providing care for some patients where they know there is minimal
medical benefit for the patient as they are nearing the end. In these cases, they feel particularly
conflicted in turning away healthier patients who come in for treatment and have a much stronger
chance to survive. All of these added pressures are definitely causing an impact on the mental
health of healthcare workers and hence it is extremely important for researchers to acknowledge
that these are different times and while conducting research on health care workers they must be
very sensitive and respectful.

Suicide

Suicide in general, is a mental illness where research data is particularly sensitive. Whether it is
related to the family of the individual who committed suicide, or the individual themselves who
attempted to end their life, sensitivity and an atmosphere of social support is extremely essential.
India witnessed a number of suicides related to COVID-19, and Japan saw its rates of suicide
increase in 2020, for the first time in over a decade. Research on the topic of suicide is an important
aspect of psychological research during COVID-19, as its findings could be particularly important
in providing social support and mental health services to suicidal individuals. That being said, the
ethical considerations must not be ignored. It is researcher must be extremely sensitive while
gathering data, especially in the case of a suicide attempt. Any wrong wording can cause the
individual to be reminded of the traumatic experience, and might make matters worse. It is
imperative that the victim and the victim’s family is given utmost respect and anonymity.

Studies on grief and death ethics

COVID-19 has taken the lives of millions and left families devastated. A study about the ethical
issues in the study of bereavement examined the theoretical opinions of bereaved adults about
ethical issues. Participants felt positively about bereavement research, although opinions about
timing and method of recruitment were varied. The results also suggest that bereaved individuals
should be considered competent to consent to bereavement research participation.

Not only have families struggled with the loss of loved ones, they haven’t got closure as many
families were not even allowed to meet their deceased relatives and carry out their funeral rites. A
documentary study was done to study the effect of suppressing funeral rituals during the COVID-
19 pandemic on bereaved families. Based on the analysis of the reports collected, they found that
in addition to serious harm to the mental and physical health of those affected, Covid-19 also
imposes challenges that need to be considered when planning psychosocial interventions. Families
suffer due to being impeded from accompanying their loved ones during their final days in the
hospital. After a lonely and helpless death, the suspension of funeral rites makes the mourning of
the family members even more painful and incomplete. Hence with families dealing with loss and
without getting to say their final goodbye, it is crucial for researchers to be extremely sensitive
while conducting any kind of study and maintain grief and death ethics. They must also maintain
dignity and avoid asking the family to repeat painful details about their loved one’s death.

Ethics committees and their role during COVID-19

Psychological associations all around the world have ethical committees for research. These
committees have to create a set of guidelines to protect the rights of the participants, and ensure
that the research studies undertaken do not violate any ethical norms set by the committees. In
addition, healthcare facilities such as hospitals also have their own ethics committees. These
committees might consist of doctors themselves, who come up with a set of clear guidelines.
However, in the wake of COVID-19, these doctors are busy on duty, and their focus is entirely
shifted to patient care during this time. At a time when researchers want to understand the mental
health impacts of the pandemic, these doctors and members of ethical committees might not give
the attention required. Therefore, unknowingly or knowingly, researchers might bring in ulterior
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motives and violate the ethical guidelines of the facility, potentially putting their participants at
risk.

The WHO has released guidelines for research ethics committees for rapid review of research
during public health emergencies in order to ensure that research as well as ethical standards are
not compromised. The report states that such guidelines must come into place once a public health
emergency is declared, and brings up an important point of conducting virtual meetings to review
research processes in the event that face-to-face meetings are not possible. The report also mentions
that individuals who are experts in the field of ethics must be contacted in advance to ensure that
there is no shortage of committee members. All-in-all, researchers must ensure that they take all
the required approvals from the ethical committees of the healthcare facilities whose patients they
are using as a part of their sample. Be it mental hospitals, old age homes or psychiatric units, the
researchers must ensure that they are not violating any ethical norms of that facility.
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Child sexual abuse is an extremely important, yet underreported and inadequately acknowledged
problem in today’s world. That this is a colossal problem not only in the developed world, but also
in underdeveloped and developing nations of the world, cannot be overstated. It also contributes
to significant medical and psychological morbidity in the victims, who are innocent children and
find it difficult to process the abuse that they are going through [1]. Here we will review the scope
of the problem, causes, effects, symptoms, medical and psychiatric problems and approach to the
solution of this massive problem:.

It is paramount to understand that this problem is underreported in both Western and developing
nations. Why is this so? For one, victims of sexual abuse find it very difficult to admit to their
friends or relatives or even therapist that they have suffered from sexual abuse. This is because the
victims feel that they are responsible for the trauma they have undergone, and sometimes feel that
they have invited and attracted the abuse [2]. In our country, there is this ill-founded belief that
victims of rape and sexual assault are the ones who are asking for it, because of their behavior,
clothing etc. This utterly backward and sick thought process puts additional stress and trauma on
rape victims and hence they do not admit what has happened to anyone.

The second point is that children sometimes do not fully understand what is happening to them.
Young children are not fully cognizant of what sex and sexuality means, what is the importance
of consent, and how physical and sexual attraction and intimacy are linked to feelings of love, trust
and connection. At the same time, it does not require knowledge or wisdom to understand that
their freedom and their bodies have been violated without their consent because of the criminal
mind of someone else. So, emotionally the children are in a very confusing position of feeling
cheated and betrayed yet not fully understand why this feeling has arisen [3]. Moreover, they are
not able to express this to their caregivers, and the trauma gets internalized. This is the worst thing
that can happen because over the course of time the internalized trauma manifests as diseases of
the mind and the body.

Another important reason for sexual abuse of children is the fact that they are vulnerable, both
physically and mentally. A woman in her twenties will not get into a room with an unknown
person or even with a known person if she feels that something is off, but children and innocent
and trust everybody. It is only after the act that the horrendous nature of the assailant’s plan
becomes obvious to them, and sometimes even then it may not! [4].

Then there is the bigger and more real issue- even if a child who has been sexually abused reports
it to his parents, quite often the parents brush it under the carpet and behave as though it never
happened. Again, these are linked to so called societal values of honour and standing of the family.
There is the pervading belief that hiding an episode of rape is better than reporting it (even if it
brings justice, closure and treatment of the child) and dealing with ‘loss of honour of the family’
or ‘inability of the child to get married in the future’. When this happens, the victim does not get
the medical and psychiatric treatment that he or she needs. On top of this, the parents’ refusal to
even acknowledge the crime mentally devastates the child and puts him (or her) into a never ending
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spiral of guilt, depression, hopelessness, failure and persistent attraction of abusive partners and
spouses.

One more cause for the improper handling of this problem is the lack of initiative and apathy
shown by the authorities towards victims of sexual abuse and their families. The police mistreat
and make fun of these victims and try to dissuade them from making police reports and court cases,
again citing the excuse of honour of the family and unwanted media attention. The legal system
in this nation is also broken. By the time the case reaches the courts and a verdict can be delivered,
years or even decades pass. Moreover, rich and influential people are able to bribe police officers
and judges to make sure there is never a case, or even if there is, that there is never a verdict against
them [5].

Bonds between parents and children are not always the best. Effective communication is often
absent between parents and children. Children are not comfortable discussing even routine issues
like school and friends with their parents, so something like sexual abuse is really out of the
question. There is also some element of fear in the parent child relationship. The child feels that if
he says such things like sexual assault, the parents will physically beat him or throw him out of the
house. So, it is easy to understand why the child prefers to keep quiet rather than tell the parent
what has happened.

Another important issue is that men (and even women) are not taught from a young age that
women should be respected, and children are angels of God and should be given only love and
positivity. They believe women and children are easy targets for sex. Since they are physically
weaker, they cannot even resist. It is the responsibility of every parent to raise a child with the
values of respecting women and children, honouring consent and never forcing anyone to do
anything against their will.

A major factor which facilitates the abuse and also impedes the early reporting of such abuse is the
fact that in most cases, the accused is someone known to the victim. More often than not, it is
usually the father, uncle or in most cases a figure with whom the child is generally comfortable
and thus can be easily persuaded to give in to such ghastly acts.

The issue of children being used for sex trafficking in many parts of the world is huge. Street
children, school dropouts, children from poor families and children who run away from homes
are prime targets for sex traffickers. Once into the system, it becomes almost impossible to get out
of it. Many times, the police and politicians are also involved with these criminals in order to
satisfy their financial desires. In the bargain, the children’s lives get devastated [6].

The impact sexual abuse has on children can never be overstated enough. They are physically and
mentally broken and become a shadow of their former selves or potential future selves. Depression
is probably the most common effect of being a victim of this horrendous and sick crime. The child
loses interest in life and comes to believe that there is no meaning in life. Their strong belief in God
or a creator is lost. After all, which God would create humans who rape and torture innocent
children? Suicide is an eventuality that must be considered in every such case [7].

Anxiety is another common complication. There are continuous feelings of anxiety, restlessness
and nervousness. There is constant replaying of the traumatic experience in the mind which causes
sympathetic over-activation, inability to sleep and again, a suicidal tendency. Psychotic behaviour
consisting of illusions, delusions and hallucinations can also occur. A sexual abuse event can be a
trigger for the development of schizophrenia. The onset of depression, anxiety disorder and
psychotic disorder is fertile ground for the development of substance abuse. Moreover, substance
abuse can be a form of escape from the reality of being a sexual abuse victim. A number of cases
suffering from conversion disorder and psychogenic non epileptic seizures have also been
diagnosed in children who have been sexually abused [8].

Children also face abandonment abuse from their families. They lose trust in their parents and
distance themselves from them. It is also quite common for such children to leave their homes and
completely cut off ties with the family. They become lonely and unhappy souls, always irritable
and on the verge of suicide. It also becomes extremely difficult for them to form intimate
relationships in the future. They bring patterns of guilt and victimhood into every relationship,
constantly fearing that they will be abandoned, hurt and abused by their partners. Many of these
children also enter the world of crime, becoming murderers, thieves, rapists and drug distributors.
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They may also sexually abuse another person in the future as a form of revenge and hence this
vicious cycle continues. It becomes extremely difficult to stop such cycles unless drastic
interventions are done.

Such victims of sexual abuse are often reluctant to procreate and have children because they feel
their children can also become victims of sexual abuse. There are also medical issues at stake here.
Sexually transmitted infections (STIs) are common when sexual abuse occurs. HIV is likely to be
transmitted to recipients of sexual intercourse rather than the active partner. Also there is spread
of other STIs like syphilis, gonorrhea, herpes etc. There can also be trauma to the genital tract in
forced abuse, leading to tears, fistulae with the urinary or gastrointestinal tracts or even
gastrointestinal perforation. Any of these conditions can lead to death. Another worrisome issue
is that of childhood or teenage pregnancy which can be a grave result of the sexual abusive act.
Realizing that the child is pregnant as a result of abuse can have devastating effects on the child
who might not be able to grasp the gravity of the situation and also on the parents of such child
who would now have to manage not only the fragile mental state but also the unwanted pregnancy
[9].

When such victims of sexual abuse suffer from a psychiatric disorder, their general health and
nutrition suffers. Hence, they are prone to develop malnutrition, vitamin and mineral deficiencies
and diseases like tuberculosis. Human Papillomavirus infection, if transmitted during sexual
intercourse, can lead to malignancies of the cervix, vulva, vagina and anus.

It is also well known that memories of traumatic diseases are stored in the cells. When intense
emotional trauma occurs, there are also epigenetic changes in the cells like DNA methylation and
histone acetylation and de-acetylation. This leads to changes in the pattern of gene expression
which can lead to weakening of the immune system and susceptibility to infections. It also has
been purported to have a role in the development of hypertension, diabetes mellitus, autoimmune
diseases and cancer [10].

What can we do to address the humungous problem of child sexual abuse and its attendant
consequences? For one, there should be awareness of this problem even in the remote rural areas.
Government and voluntary organizations should take efforts to educate the people about the
existence of this problem. It should be introduced into the curriculum of schools so that children
are aware of this problem from an early age and are able to recognize it when it happens to them
or to their peers.

It is important to have grassroots level health workers at every Primary Health Centre who can be
approached about this problem, and who can coordinate with higher medical services and also
with police and legal authorities. The police and courts should be made more efficient and sexual
abuse cases should be made a priority. They should be processed in Fast Track Courts and verdicts
should be given as soon as possible. Sentences for rapists should be extremely strict. The identity
of the victim should be kept hidden as much as possible from the press.

It is important to inculcate into people that children and women should be respected and treated
as equals. Rapists should be looked upon with disdain and reported to the pol ice, rather than
protected.

Psychiatric help is essential for the proper management of victims of sexual abuse. It is important
for them to have a therapist with whom they can talk, express their feelings and emotions, and
achieve catharsis. Drug therapy also has a role in the treatment of depression, anxiety and
psychotic disorders. It is also important for the patients and their families to continuously follow
up and be in touch with the system. Failure of follow up can lead to relapse. It is also important to
have a team of social workers at every level who can help both the patient and the family with the
consequences of sexual abuse. They will help the patient to get a job, earn money and become
independent. They will also help the family to slowly integrate itself to the society without feelings
of guilt or remorse [11].

There should be proper legislation which is very clear and explicit to deal with matters of sexual
abuse. There should be a positive expression of such issues in the media, newspapers, films and
movies. These can be a source of empowerment for victims of sexual abuse and marginalized
groups. If the courts can convict high ranking officials and rich people who are guilty of rape rather

Global Bioethics Enquiry 2021; 9(1)



58 |

Motwani and De Sousa: Child Sexual Abuse

than protecting them, it will set an example and infuse life into this country and the world, giving
it hope that we can finally overcome the problem of child sexual abuse.

10.

11.
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