
To Whom it may concern, 

In considering this manuscript for a potential submission to Conflict and Health, we would like to 

highlight the ethical review challenges that this study faced. This study was not affiliated with any 

academic institution and, therefore, there were limited ethical review options available. We, the 

investigators of this study, acknowledge that the review process we secured was not the typical approach 

to securing an ethical review; however, we feel that it provided a rigorous review of the research 

procedures and materials with benefits that likely would not have been present through a traditional review 

process. 

Ethical Review by MHPSS Working Group  

Because this study posed potential risks for respondents (Rohingya refugees living in camps in 

Bangladesh) and because the population of interest is extremely vulnerable, it was important to pursue an 

ethical review of the study. According to the ICH-GCP requirements for IRBs, “An IRB/IEC should 

safeguard the rights, safety, and well-being of all trial subjects. Special attention should be paid to trials 

that may include vulnerable subjects.”1  

The Bangladesh Medical Research Council (BMRC) was the most relevant Bangladesh IRB that was 

considered, as the representative IRB of the country where the Rohingya reside in refugee camps. 

However, the Rohingya are native to Myanmar and face heavy discrimination in both Myanmar and in 

Bangladesh. The Bangladesh government has also declined to register the Rohingya as official refugees in 

the country further signaling that the Rohingya do not enjoy any official status in Bangladesh.2 

Bangladesh’s approach to the Rohingya calls into question the ability of Bangladesh IRBs to represent 

protect the “rights, safety, and well-being” of the Rohingya. It seemed reasonable to the primary 

investigators, that those most equipped to represent the Rohingya and safeguard their wellbeing through an 

ethical review, was the humanitarian community serving the Rohingya in the refugee camps in 

Southeastern Bangladesh.  

Consequently, the research team approached the Mental Health and Psychosocial Support (MHPSS) 

Working Group in Cox’s Bazar, Bangladesh to request qualified mental health personnel to review the 

study for potential ethical concerns. Four experienced MHPSS members volunteered to be ethical 

reviewers for the study; these reviewers were both Bangladeshi and international staff members primarily 

holding MHPSS advisory or specialist roles in their organizations. These reviewers had experience 

implementing programs and conducting assessments in this context employing a Do No Harm approach. 

Reviewers examined a summary of the study procedure, the informed consent form, and the primary 

questionnaire instruments. Some reviewers had no ethical concerns. Others suggested a need for minor 

changes that should be made to protect respondents (e.g., some changes to the explanation of the purpose 

of the survey in the informed consent, providing more information about plans to disseminate results, 

adding homicidal ideation to the limits to confidentiality in the informed consent, and making it more clear 

that participants would not receive compensation). After suggested changes were addressed, all reviewers 

agreed that the study could move forward.  

We believe that this review, and accompanying efforts to protect respondents, meets the ethical criteria for 

conducting research with human subjects detailed in the Declaration of Helsinki: Ethical Principles for 

Medical Research Involving Human Subjects.3 For a review of measures used to safeguard participants see 

the annex below. 
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Annex: Measures to safeguard study participants: 

- Informed consent was received from every participant prior to beginning the survey. 

- Participants were informed of the purpose of the survey, how the data would be used, and that 

they would not receive payment for participating other than juice and some biscuits during the 

interview. They were informed that they could skip any question or discontinue the interview 

at any time. Confidentiality was explained as well as the limits to confidentiality (harm to self 

or others).  

- Field researchers informed participants about mental health support options including referral 

options.  

- To ensure understanding of the informed consent information, field researchers asked 

participants to explain a few sentences explaining how they understood the information in the 

informed consent. If it was clear based on the participant’s answer that they did not 

understand the informed consent process, the survey was discontinued. If it was clear that the 

participant did understand the informed consent, verbal consent was obtained before 

continuing with the interview.  

- Participants’ names were not recorded at any point during the informed consent/survey 

process as an additional protection measure to protect participant confidentiality.   

- Surveys were conducted in a confidential space within households.  

- Minors were excluded from the data collection due to ethical concerns. 

- Following the completion of surveys in each block, one participant was randomly selected to 

participate in a short follow-up survey to ask about their experience participating in the 

research. This was done to confirm that the that participants felt respected, understood the 

survey, and did not have any complaints. 

- Participants were told during the informed consent process that suicidal intent is one of the 

conditions in which the field researchers were required to break confidentiality. Any 

participant who endorsed “quite a bit” or “extremely” to the item on the survey regarding 

suicidal ideation, “thoughts of ending life,” triggered a process of support and referral for the 

respondent. Additionally, any respondent who was distressed or requested a referral had the 

option of receiving a brief supportive session from an experienced psychosocial worker on 

the research team and/or receiving a referral to mental health services in the camps.  

- Mental health referral resources were mapped before the study began. Project coordinators 

reached out to service providers to determine if they could provide services for suicidal 

ideation, and if they were willing to accept referrals from Fortify Rights. Phone numbers of 

the project coordinators were also distributed to every participant as a final mental health 

safety provision for those who experienced a delayed mental health reaction following the 

survey. Whenever the referral mechanism was triggered, the primary investigator (a mental 

health specialist) was also contacted to support the referral process. 

- Data was collected on smart phones with the Qualtrics Offline Surveys application. However, 

no identifying information (e.g., names, addresses, etc.) was collected with the Qualtrics 

application. Once surveys were completed they were stored on the phone until they could be 
uploaded to an online database. According to Qualtrics off-line software technical specialists, 

it is nearly impossible to access survey responses stored on a mobile device after surveys 

have been completed (when closed out, not saved as ‘partials’). This mitigated the possibility 

of data breaches in the event of a lost or stolen cell phone, or potential searches of phone data 

by camp officials. Only the primary investigator had access to the online database where 

survey responses were stored. Household lists and contact information databases for majhis 

were kept in password protected folders on password protected computers and were not 

directly associated with data collected in the Qualtrics app.  

 

 

 



Thank you very much for your consideration. 

Sincerely, 

 

Corresponding Author: Andrew Riley 

 

Email: andrewkyleriley@gmail.com 
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