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Abstract: From the very beginning of civilization, children are made the subject matter of many social and clinical
researches. Due to the vulnerabilities of physical frailty and mental immaturity, children’s interests and rights need to
be protected from the risks associated with any kind of research. Recently, there has been increased global concern
towards the involvement of children in research for the protection of their rights by the ethical research practice. It
emphasizes upon the ongoing nature of ethical considerations that ethical issues need to be considered throughout
the research process and even the post research ethical issues are equally significant. The study explores some of
the major ethical issues that arise in research involving children during and after the research in terms of the best

interests of the children.
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Introduction: Research stands for the systematic study of different social objects and phenomena which include
human beings as they are the integral part of the society. There are so many vulnerable groups who have been being
used as subjects of different kinds of research and the ethics of the research is required to uphold their rights,
especially for the children. The basic principles of ethics ensure the principles of justice, mutual respect and the
avoidance of doing harm to children subject to any research. As human beings, children are the beneficiaries of rights
as articulated under a number of international human rights instruments for example, the International Covenant on
Civil and Political Rights (ICCPR) 1966 and United Nations Convention on the Rights of the Child (UNCRC) 1989.

These principles require that researchers attend to the relational as well as the procedural dimensions of research’.

Each state has a set of ethical rules as well as several international organizations and researchers have played a
critically important role in developing ethical guidance for research involving children. The researchers must consider
the potential negative impacts of research for the children’s lives, sense of identity and belongingness and the course
of data collection, information gathering, interpretation and analysis of the collected data. In fact, the principle of
beneficence refers to the actions that promote the well-being of children. Rosie Flewitt (2005) argued that
researchers have a responsibility towards the participants of all ages not only to establish a robust and negotiated
ethical framework for their research, but also to ensure that these ethical principles are applied throughout the stages
of the research proces.s.2

From a historical perspective, research involving children have undoubtedly contribution to the generalization of
knowledge and the construction of a body of information about the minds and behaviors of children. There are
numerous ways of doing so. However, it is necessary for the researcher to recognize the reality of studying the
children participants. Research governance has expanded and a burgeoning literature is emerging that describes the
processes, practices and difficulties that arise in social research in both developed and developing countries.’® In

Europe and the USA, medical research has developed standards over several decades and the social researchers
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also agree to observe high ethical standards. In fact, children should not be placed at a disadvantage by being

enrolled in a clinical trial, either through exposure to excessive risks or by failing to get necessary health care 4,

In practice, most of the research, children may be at the ethical questions that arise are about the best interests, the
risks, the justification of a research for subjects along with the rights of the children and the authority of parents to
give permission, the assent and consent which are related to children in research. Similarly, the way in which these
ethical issues are tackled in practice can be quite different from each other. Often the way of conducting such
researches could ignore, although most times unintentionally, the children’s rights. Consequently, the children are
presented as the silent victims of a tragedy, or are included in clinical research without their consent; whereas their

human rights and their right to be protected are being jeopardizedS.

Historical Background: The historical origin of the ethical principles for research with children arose from the
Nuremberg Trials, which took place after the Second World War and the Nuremberg Code of 1947, which emerged
first of these. The Nuremberg Code 1947 applied particularly to experimental research, although it had wider
relevance to the key ethical principles in terms of voluntary consent, freedom to consent and avoidance of
unnecessary pain or harm. The Code sets out statements of certain moral, ethical and legal principles relating to the
research involving human subjects. Initially, these ethical guidelines were primarily concerned with medical research.

However, they were subsequently used as a basis for guidelines for social research.

Thereafter, the emergence of the Declaration of Helsinki in 1964 which amended in 1989 and 1996 now includes an
examination of the issue of children as research subjects in relation to informed consent in clinical research. The
principles for conducting research contained in the Declaration of Helsinki apply to all human subjects, adults and
children. The declaration indicated that adequate information must be provided to the research participants as well as
participation in the research must be freely volunteered with the understanding that the participant can withdraw at
any time. In addition, informed consent should be obtained, preferably in writing by the principles. There is one
section, which refers specifically to research with children and states: “when the subject is a minor, permission from
the responsible relative replaces that of the participant in accordance with national legislation. Whenever the minor
child is in fact able to give consent, the minor's consent must be obtained in addition to the consent of the minor's
legal guardian.6 However, there are different guidelines about the ethics of research with children, related to different

disciplinary perspectives.7

Methods: This is a review article done during the participation in training course on Ethical and Regulatory Aspects
of Clinical Research, Organized by Bangladesh Bioethics Society in collaboration with Department of Bioethics, NIH,
USA through video conferencing on 01 October, 2014 to 12 November, 2014. The search was confined to Google

search and published articles.

Discussion: Research in children is recognized as a moral duty based on several ethical principles.8 These
principles are universal, though there are of course many subtleties and diversities, and the contingent aspects of
how principles are understood, interpreted and practiced can vary from place to place. In child research, the ethical
questions about how to conduct research are deeply connected with the content of social or clinical theory.9 However,
many factors have to be taken into consideration so that the general research conditions are improved and not to the

benefit of any particular party.10
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Ethical Challenges during Research: The general purpose of research that involves children is to obtain and
produce scientific information about them. In this backdrop, the researchers should focus on the issues arising during
research and take all reasonable precautions to ensure children will not be harmed or adversely affected by
participating in the research."’ Similarly, researchers have to ensure that the children participating do so at their own
volition and that the rights of the child are fully respected in the research process. The researcher is also obligated at
all times to use the least stressful research procedure whenever possible. But the benefits of conducting such
research must be balanced with ethical concerns.” The research in children has based its ethical guidance around

some of the following principles:

1. Informed consent: In every case informed consent must be obtained from the child’s legal representative and the
child’s assent should be obtained through the provision of age-appropriate information. The application of general
principles indicates that, where children have “sufficient understanding and intelligence to understand what is
proposed”, it is they and not their parents whose consent is required by law™.

The Nuremberg Code 1949 appears to introduce the concept of consent for the participation of children in research.
According to the Declaration of Helsinki, even though a child may not be legally competent to give consent,
researchers should gain informed consent. This means that parental consent is not enough and that both the parents
and child should be informed about the implications of the research. Parental and/or guardian’s (informed) consent is
required for a child (a person below the age of 18) to participate in research. It is essential that the child has the full
information about the research in order to give their ‘informed consent’ to take part, and that consent is ‘freely

volunteered™*.

2. Assent and children’s indications of rejection: Information presented to the child and parent, should explain:
what will happen; what is being asked of the child; that the child can agree — or disagree to take part — without
adverse consequences; and may withdraw at any time; and be given in clear language at a level that the child can
understand, using visual aids if necessary.15 If children are not fully informed of the research topic, informed consent
is automatically denied even if the children are able to decide about participation, since informed consent exists only

when one is fully informed'®.

3. Child protection and well-being: Research involving children is important for the benefit of all children and
should be supported, encouraged and conducted in an ethical manner. In the course of research, information comes
to the researchers’ attention that may jeopardize the child's well-being. The researcher has a responsibility to discuss
the information with the parents or guardians and with those experts in the field in order that they may arrange the
necessary assistance for the child. Thus, if at any time during the research process there is an indication that a child’s
safety or well-being is being negatively affected; the research must be kept suspended until the issue has been
addressed. If the child appears to be negatively affected by the research, the parent or guardian must be informed
and the child and family must be offered with appropriate support. Besides, extra time and support should be given
for the children. Similarly, dissemination of findings will need to be informed by an understanding of the specific

communication needs of the children and their families'”.

4. Minimizing the risk of harm: Ethical guidance and practices aim to minimize possible exploitation and ensure that

the rights and welfare of children in research. Accordingly, a key ethical consideration in research involving children is
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the level of risk to which children may be exposed. Risk refers to the potential harm (physical, psychological or social)
that may arise from the research. The researcher should pose more identifiable risks of harm. Similarly, researchers

should not use those types of research procedure that may harm the child either physically or psychologicallym.

Ethics after Research: Ethics after the research in children of equal importance like the ethics upheld throughout.
The researcher has to ensure the ethical processing of data, the way this data will be stored and made available to
others. Personal data are usually protected by data protection laws, but there could be situations where a parent, who
has provided consent, requires information about the research results, while the child participating in the research
has been assured that her/ his answers will not be revealed. The topic of confidentiality is very problematic both for
achieving the previously mentioned balance and protecting children participants from disclosure. One way of getting
over this challenge is to ask for permission of the child subject to disclose information about the research afterwards

although what the child understands can be very different™®.

Hence, confidentiality is very important since the disclosure of information can put the children and their rights at risk.
Most of the researchers treat all information as confidential, but confidentiality cannot be guaranteed. So, in order to
ensure the confidentiality of actual research, some researchers may think that compromising the results to parents
and caregivers is not something that could harm the children subjects. The issue of privacy, for example,
encompasses the trade-offs between confidentiality and child safety and the need to maintain confidentiality in the

dissemination of research findingszo.

Conclusions: In order to safeguard and promote the rights, dignity and well-being of children in and through
research, it is important to promote more thoughtful attention to the complex ethical problems that arise when
conducting research that involves children. Before engaging in research on children it should first be clearly
established that similar results could not possibly be obtained or derived from participants who are able to provide
informed consent. Even if this is established, the vulnerability of children must always be considered and they should
not take part in research unless there is potential for the participating child to benefit from the results of that research.
Researchers should inform the children that they respect their right to withdraw from the research at any stage.
Thus, it is the obligation of researchers to protect both the rights and welfare of research subjects. Hence, children
should be given the chance to express their opinions, learn about themselves and their rights, while research activity
must be regulated and the researchers must ensure that their rights of consent, confidentiality and unobstructed

communication are protected at all times.
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