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Research ethics as a part and parcel of Bioethics comprehends the guiding moral principles for
autonomy, beneficence, nonmaleficence and justice, and norms and standards in conducting and
reporting research. These are fundamental issues for understanding the current approach to
ethical assessment in health care [1]. Those who undertake medical research should protect the
life, health, dignity, integrity, right to self-determination, privacy, and confidentiality of personal
information of research subjects [2]. Intensifying research ethics review procedures aims to
promote and ensure quality, and integrity, to observe welfare and rights of participants and also
to limit any allegation of misconduct by independent ethical oversight [3]. Cultural diversity and
moral values are accountable in every dimension of research ethics and cannot be overlooked.
An overarching research ethics principles are articulated in the International Ethical Guidelines
for Health-related Research Involving Humans of the Council for International Organizations of
Medical Sciences (CIOMS) (2016) and the Declaration of Helsinki of the World Medical
Association (2013). In addition, the Universal Declaration on Bioethics and Human Rights
(2005) navigates the linkage between dignity, respect, vulnerability, and human rights [4]. For
ethical reporting of research results, International Committee of Medical Journal Editors
(ICMJE) Guidelines are in the limelight. National regulatory bodies and national health research
policies govern the ethical code of conduct and rules of play of Academic Institutions and
Research Ethics Committees/Institutional Review Boards (RECs/IRBs) [5]. However, the
evidence of research misconduct including retractions of published articles from scientific
journals [6] accumulates in recent years that calls for continuing and sustained research ethics
education and training in different modalities that include virtual, hybrid and in-person
approaches.

Situation Analysis: Problem Identification, Determinants and Repercussions

The growing complexity and volume of research in poor and low-income countries is due to
increased funding opportunities and advanced technical know how. Also, there is a lack of wide
heterogeneity or flexibility of normative standards and regulations when compared to affluent
countries. Developing regions demonstrate limited knowledge and understanding of research
ethics in writing proposals as well as in REC/IRB review practices [7-8]. Notably, there are
discrepancies between comprehensive understanding of international ethical guidelines and
standards and compliance to the repertoire of research ethics principles such as vulnerability, risk
benefit assessment and informed consent process, recruitment and fair selection among others
[4]. Fragmentations/breaches happen as challenges in upholding the integrity throughout the
research process. Underlying determinants include inadequate number of trained human
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resources with good knowledge in research ethics, no specific plan for capacity strengthening of
REC/IRB members, less rigid evaluation of several RECs/IRBs [9-12] the lack of/limited
funding to conduct regular research ethics training courses, and the lack of national body and
strong regulations to safeguard the allegations of research misconduct with zero tolerance.
Besides, breaches of ethical guidelines in conducting research, sharing data and reporting are due
to accelerating the recruitment process without the rigid consent procedures and aiming for
personal prestige and to attain significant profits for researchers [13-14].

Justification and Feasible and Transformative Intervention Proposed

Changing health priorities in developing regions of Asia and the Pacific, Latin America and
Africa, and daunting public health emergencies create further research needs alongside ethical
challenges to address new preventive, non-therapeutic and therapeutic interventions in
vulnerable populations [15-16]. It is critical to ascertain their safety, efficacy, cost-effectiveness,
standards of care, post-trial access, fair compensation and feasibility to incorporate in clinical
settings or public health programs for social value and benefit sharing in the society at large.
Moreover, there is a pressing need to follow ethical principles in collecting, sharing and reporting
data by innovative approaches inclusive of digital applications. Technically and ethically sound
research proposals are mandatory to plan by researchers/faculty members who usually supervise
students and to ensure thorough deliberations and critique by well-trained REC/IRB members.
In order to fulfil the pressing needs and to rectify the current situation stated above, regular, short
training courses for research ethics by competent trainers incorporating feasible and innovative
pedagogical approaches to implement in resource-limited settings are desirable. To bring it into
reality, the arrangements for north-south technical collaboration and sharing of human and
material resources are critical. This transformative intervention proposal of good quality at low
cost will serve as the template for developing regions with inherent research ethics problems.
Besides, virtual research ethics training course for trainers at the regional level is not widely
implemented. In so doing, improved awareness of ethical issues and better understanding of
ethical standards and principles are expected among course attendees to prevent research
misconduct and to protect the vulnerable research participants. Moreover, there will be a
formation of the regional core group of research ethics trainers to reproduce further courses
within their own countries.

Objectives of the proposed intervention
General learning objective:

. To inculcate the required knowledge, relevant skills and procedures in research ethics
in all stages of research process and in support of research ethics review.
. To promote better understanding of moral attitudes towards the conduct and report

of technically sound and ethically competent research among researchers/academia
and REC/IRB members who will form the core group of trainers in the developing
regions of Africa, Asia and the Pacific and Latin America.

Specific learning objectives: At the end of this short training course (10 days), participants will
be able to:

. gain familiarity in historical background of research ethics problems and challenges
and the evolution of international ethical guidelines;

. know the values, principles, norms and standards of research ethics in medical and
health-related field,;

. know the international research ethics guidelines and declarations;

. understand the responsibility in conduct of research and alleged practices;

. know the vulnerable populations including in research and specific protective
measures as a safeguard to prevent exploitation and risk-benefit assessment;

. know informed consent procedures and practical challenges;

. know the requirements to attain approval by RECs/IRBs;
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. know the principles of epidemic ethics in light of public health emergencies in
developing regions;

. know the ethical principles in reporting research results

. ingrain with attitudes of tolerance, critical thinking, questioning, reasoning, dialogue

and respect for diverse ideas.

Explicit Identification of Activities

We are planning to deliver the short training course in a virtual mode of 10 days (spread out in
four weeks) to researchers/academia and REC/IRB members at the regional level that will cover
three modules and three forums for deliberation, two group assignments with case scenarios
provided and two plenary sessions. Before the initiation of the training course, it would be
beneficial to carry out the scoping review of the existing literature over the past decade with
emphasis on training of trainers in research ethics in the developing context. Human resources
responsible for the activities will include the assigned Lecturers/Facilitators of the Academic
Institutes and accredited REC/IRBs within the Region and the invited International
Lecturers/Facilitators with expertise in bioethics. There will be an information technology group
of webmasters, technical assistants to handle audio-visual (AV) aids, video clips and a secretariat
to manage the required reading materials, teaching/learning facilities and to arrange the group
work and plenary sessions. For each didactic lecture, there will be 45 minutes of presentation and
45 minutes of discussion. Each forum for deliberation will cover for three days. The duration of
time given for each group work will be one hour and each plenary session will last for two hours.
There will be one event every year and will be able to train 30 participants per training course.
The faculty of the Academic Institute in developing regions which already has the capacity to
host the training courses or the Academic Institute with affiliation to an accredited REC/IRB
will act as the host for this training course.

WEEK 1: Module 1 — Theoretical Foundation: historical background, cultural and moral values,
principles, norms and standards of research ethics, international research ethics guidelines and
declarations, responsible conduct of research;

WEEKS 2 & 3: Module 2 — Research Ethics Principles and RECs/IRBs: Vulnerable
populations, risk-benefit assessment, Informed consent procedures and practical challenges,
REC/IRB approval process, Principles of Epidemic Ethics in public health emergencies;

WEEK 4: Module 3 — Research Ethics Principles and Publication: Reporting research results
and publication ethics

Evaluation Plan for Course Attendees
For achievement of the participants to fulfil the learning objectives and the achievement of
expected outcome of the course, following indicators are to be measured:

. Frequency of participation of each attendee in three fora for deliberations
. Attend at least one plenary session and fill up the self-evaluation form
. Improved awareness, knowledge and understanding towards ethical conduct of

research to be measured by a semi-structured questionnaire (before and after the
training course)

. Number of course attendees trained to form a regional core group of trainers in
research ethics

Conclusion

To fulfil the research ethics training needs, the introduction of short virtual training course that
covers three modules for 10 days, spread out in 4 weeks is critical. The major focus is to form the
regional core group of trainers in research ethics and specific lecture for the epidemic ethics in
response to regional priorities will be incorporated. Further policy and programmatic
implications require attention.
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