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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.
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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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