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Abstract 

Background:  Informed consent is a universally accepted precondition for scientific researches involving human 
participants. However, various factors influence the process of obtaining authentic informed consent, and researchers 
particularly working in resource-poor countries often face considerable difficulties in implementing the universally 
recommended procedures for obtaining informed consent. We have conducted this Rapid Ethical Assessment (REA) 
to accommodate the local cultural norms and to understand the relevant ethical issues in the Silti community before 
the conduct of a cluster-randomized controlled trial.

Methods:  This REA was conducted in two purposively selected Woredas/Districts and Worabe Town administration 
of Silti Zone. Data were collected using in-depth interviews and focus group discussions. Purposive and convenient 
sampling techniques were used to select respondents. Five in-depth interviews and 15 Focus Group Discussions were 
conducted in the Amharic language. The collected data was transcribed, translated, and analyzed using a thematic 
approach.

Result:  Most of the community members never heard about research and therapeutic misconception was common. 
In the area, the permission of people working in the formal and informal community administration is essential before 
approaching individuals. The male head of the household should also be involved in the decision before individual 
household members participate in research. Furthermore, sensitizing the community using public and religious 
gatherings was suggested before individual recruitment. In the consent process, delivering selected information 
particularly the purpose and benefits of the research was emphasized and the tendency of preferring verbal consent 
was documented despite the willingness of the individuals to sign on the consent form. Local health workers were 
identified as appropriate personnel to communicate information and the procedures of the research were found to 
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Background
Informed consent is a universally accepted precondi-
tion for scientific researches involving human partici-
pants based on internationally recognized and nationally 
adapted guidelines [1–4]. However, obtaining informed 
consent is influenced by a range of factors including the 
cultural setting in which the research is conducted, com-
munication issues that affect comprehension of infor-
mation, and the discrepancies in social and economic 
power [1]. As a result, researchers particularly working 
in resource-poor countries often face considerable dif-
ficulties in implementing the universally recommended 
procedures for obtaining informed consent [3]. In these 
settings, the lack of linguistic equivalents for some sci-
entific terms including research, the higher rates of illit-
eracy, and the unfamiliarity of the community to the 
concept of research were some of the challenges in the 
application of informed consent [4, 7]. In Ethiopia, for 
example, 84.6% of health researchers and regulators 
reported a lack of satisfaction with the current informed 
consent process. This may be related to their evaluation 
where they thought that the consent process and the 
information given were not adequately understood by 
study participants and the best interests of study partici-
pants were not sufficiently considered. They also reported 
a lack of clarity and inadequacy of information, inappro-
priate use of language and terminologies, failure to con-
sider cultural differences, power imbalances, coercion, 
and undue expectations of the community in the consent 
process of the Ethiopian medical research context [6].

In certain regions of the world, family members, reli-
gious and community leaders play an important role in 
the decision-making process for participation in medi-
cal research. For example, in Cameroon, consent for bio-
medical research should first be given by the fon (local 
traditional authority) [7]. In the context of rural Ethiopia, 
the involvement of significant other people such as fam-
ily members, relatives, neighbors, community elders, and 
religious leaders is found to be important for any impor-
tant decisions including participation in research [8–11]. 
Moreover, written signatures (thumbprint) may be dif-
ficult to obtain from potential research participants in 
some communities [8–10].

The robust body of work on the ethical conduct of sci-
entific investigations highlights the application of general 
ethical principles of research is difficult to accomplish 
without the knowledge of the cultural context within 
which a study will take place [8, 12]. A study conducted 
in Ethiopia revealed that 95.4% of health researchers and 
regulators asserted the need to contextualize consent to 
the study setting and the need to conduct Rapid Ethical 
Assessment (REA) during the pre-test (pilot) phase of 
studies was suggested in settings where the ethical issues 
were not already mapped out [6].

REA is a brief qualitative intervention designed to 
map the ethical terrain of the research setting prefer-
ably before a research team starts recruiting participants 
to connect ethical principles to contexts and realities 
on the ground. It uses rapid ethnographic techniques 
to discover, describe and respond to the ethical issues 
specific to a particular research setting, and to help 
researchers to address the issues that genuinely mat-
ter to proposed study participants and their community 
[11]. Its methodology employs a constellation of action 
research, rapid assessment, and ethnography. The assess-
ment is conducted among key community stakeholders 
and its findings can be utilized to inform and guide the 
research consent process; ranging from the conception 
and development of the consent form to the way consent 
is obtained [6, 12]. The tool was adapted and previously 
used in resource-poor countries [6–10, 13–15]. It was 
also found to be appropriate and feasible for the Ethio-
pian research setting and relevant and acceptable to the 
Ethiopian research community [11].

In previous studies, the REA identified important 
issues that guided the ethical conduct of different stud-
ies and improved the informed consent process in vari-
ous settings. In the urban setting of Ethiopia, using short 
and understandable tools, and competent, compassion-
ate, and respectful enumerators of the same gender were 
suggested. Alternative terminologies for some medical 
terms were also put forward to be used in the study [9]. 
Abay and associates noted low community awareness 
about health research and participant rights in Northern 
Ethiopia. Some medical procedures were also found to 
be highly embarrassing and verbal consent was preferred 

be acceptable. However, the value of small incentives was suggested to motivate potential participants. Finally, involv-
ing all concerned stakeholders and respecting the cultural norm of the community was emphasized.

Conclusion:  Through REA, we understand the research awareness of the community, their expectation, and the 
cultural norms relevant to the ethical conduct of research. It enabled us to devise culturally sensitive and scientifi-
cally sound strategies to secure authentic informed consent. The process of conducting REA was found to be feasible, 
quick, and efficient.

Keywords:  Rapid ethical assessment, Informed consent, Southern Ethiopia



Page 3 of 13Tessema et al. BMC Med Ethics           (2021) 22:10 	

to written consent [14]. In another study conducted in 
Northern Ethiopia, respondents suggested sensitization 
meetings, visiting the households with community work-
ers, providing trial information by someone with deep 
local knowledge, the use of local analogies to explain 
research terminologies, the value of small incentives, and 
the use of key community members to quell rumors aris-
ing in the course of the trial [5].

We have conducted this REA to accommodate the local 
cultural norms and to understand the relevant ethical 
issues in the Silti community, Southern Ethiopia before 
the conduct of a cluster-randomized controlled trial. 
Indeed, similar studies were conducted in different parts 
of Ethiopia employing REA [6–10, 13, 15]. However, in 
Ethiopia, a country with significant diversity in terms of 
cultural norms, religious ideologies, language, and social 
structure, the assumption on the existence of varying eth-
ical concerns among different segments of the commu-
nity could be relevant. It was also one of the reasons for 
the conduct of this REA in the Silti community, a Mus-
lim community in Southern Ethiopia where the level of 
illiteracy is high, the community understanding of health 
research is unknown and the potential ethical issues were 
not mapped out to guide the ethical conduct of health 
researches. Furthermore, no similar longitudinal trial 
was ever conducted in the area before. The involvement 
of children who are a vulnerable segment of the commu-
nity according to the Ethiopian National Research Eth-
ics Review Guideline [2] and the long follow-up of the 
potential participants through home visits and the asso-
ciated repeated measurements and contacts with differ-
ent research team necessitated the conduct of the REA 
before the trial is to be carried out. We were particularly 
interested in identifying the potential ethical issues in 
the area to tailor the consent process to the local context 
before the initiation of our longitudinal research. The 
trial is aimed to examine the effect of psychosocial stimu-
lation interventions provided with the routine in-patients 
care and for six months thereafter on the development, 
growth, and treatment outcome of severely malnourished 
children age 6–59 months in Silti Zone, of Southern Ethi-
opia. The detail of the trial is presented elsewhere [15].

Methods
Study area
Our longitudinal cluster-randomized trial is being con-
ducted in Siliti Zone among all health facilities that 
have a well-established stabilization center for the pro-
vision of inpatient care for children with Complicated 
Severe Acute Malnutrition (SAM). Silti Zone comprises 
nine Woredas with a capital town named, Worabe, 
which is located 175 km south of Addis Ababa. Accord-
ing to the Ethiopian Central Statistics Authority, it has a 

total population of 937,212, with 837,207 (89.35%) peo-
ple living in rural areas [16]. Islam is the predominant 
religion in the area. Silti Zone has 189 health posts, 35 
health centers, four hospitals. Educational Attainment in 
Ethiopia is very low particularly among rural residents 
where 56.8% of women and 32.5% of men have no edu-
cation [17]. This REA was conducted in three purpo-
sively selected locations namely: Hulbareg Woreda, Silti 
Woreda, and Worabe Town Administration which were 
selected in consultation with the staff of Zonal Health 
Office to represent the rural, semi-urban, and urban 
areas in Silti Zone.

Data collection and participants
Data were collected using in-depth interviews (IDIs) 
and Focus Group Discussions (FGDs) from October- 
November 2019. Separate semi-structured IDI and FGD 
guides are used to facilitate interviews and discussions 
respectively. The guides were prepared based on the 
tool adapted to the Ethiopian context [12] and found 
to be feasible [11] and used in several studies, [6, 8, 10, 
14, 15]. The interview and discussion guides developed 
for this study is provided as Additional file  1. The tool 
included questions on the socio-demographic issues, 
about the formal and informal structure of the commu-
nity, their understanding and familiarity with research, 
the methods to approach the community and the key 
people and organizations to be involved in the process, 
the decision-making practices of the community and who 
should decide for research participation at the commu-
nity, household and individual level, about the communi-
cation methods in the consent process, the acceptability 
of the planned research procedures and the potential 
barriers to participation. Experts1 were also asked about 
their experience and the existing challenges in the con-
sent process and their recommendation to improve 
the process. The questions included probes designed to 
reveal greater details to explore specific aspects of an 
issue when necessary. The research team translated the 
tool into Amharic (the local language) and given to an 
experienced public health expert who is a native speaker 
to back-translate into English to ensure the accuracy of 
the translated version. Non-probability purposive and 
convenient sampling techniques were used to select IDI 
and FGD respondents respectively. Five FGDs lasting 
about one to one-and-a-half-hours were conducted with 
a group of 6–10 individuals with varying age groups: (1) 
mothers of children with SAM; (2) fathers of children 
with SAM; (3) mothers of healthy children; (4) fathers 

1  Experts included researchers, health providers, health facility and Woreda 
health office managers.
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of healthy children; (5) with a mixed group of women 
and men community members. Fifteen one-on-one IDIs 
lasting for about 30 to 45 min were conducted with two 
Health Extension Workers (HEWs)2, two health service 
providers, two health facility managers, two Woreda/Dis-
trict health office managers, and two Kebele3 managers, 
one community, and two religious leaders, and two pub-
lic health researchers from Worabe University. The staff 
of the Woreda health departments, the health facilities, 
the research office of Worabe University and the kebele 
offices assisted the research team in identifying eligible 
respondents representing different stakeholders. Health 
service providers working in the nutrition unit assisted in 
the identification of parents whose children were admit-
ted to the nutrition unit with SAM while HEWs identified 
parents of healthy children and other respondents from 
the community. From the community, adults (age > 18) 
and permanent residents and from among experts 
those with more than 2  years of managerial, clinical or 
research experience were recruited. The research team 
contacted the potential participants, explained about the 
study and invites them to participate in the study. None 
of the approached IDI and FGD participants refused to 
participate in the study. The actual number of IDIs and 
FGDs were decided based on the data saturation, which 
was considered when no new information was obtained 
from interviews or discussions that were analyzed in the 
course of data collection.

Data were collected in the private areas such as the 
offices in the health facilities, Woreda Health depart-
ment, and Kebele where the respondents and the 
research team feels privacy and no one was present in 
addition to the respondents and the research team. All 
interviews and discussions were conducted in Amharic 
and tape-recorded and field notes were also captured in 
the process. An experienced team of researchers from 
the Cluster Randomized Trial of psychosocial stimula-
tion intervention for children with SAM (EPSoSAMC 
Trial) who have considerable experience working in the 
community conducted the REA. A relaxed interview-
ing and discussions were used encouraging participants 
to talk openly about their views and interact with each 
other. Throughout this paper, the Consolidated Criteria 
for Reporting Qualitative Research (COREQ) was fol-
lowed [19].

Data management and analysis
The preliminary analysis was initiated alongside the data 
collection. Before the actual analysis, the data collected 
in a digital recorder was transcribed and translated from 
Amharic into English. A thematic analysis was used to 
analyze the data. To ensure the rigor of this study, three 
experienced qualitative researchers analyzed the data in-
group. They repeatedly read transcripts and assign codes 
after discussions to clarify an individual’s codes and their 
meanings. The codes are then organized into categories 
by looking at connections between the identified codes. 
Finally, the different categories were linked to developing 
themes based on the objectives of the study. The Ethio-
pian National Research Ethics Review Guideline requires 
respondent validation of the researcher’s analysis before 
dissemination of the qualitative research findings [2]. 
Therefore, the draft finding of the study was shared 
with selected respondents to ensure the accuracy of the 
reporting. Based on the analysis five themes were devel-
oped and presented accordingly.

Result
The socio‑demographic characteristics of the study 
participants
In total 58 (Female 25 and Male 33) respondents took 
part in the study. From the IDI respondents, 11 were male 
and three had no formal education. From those who had 
formal education, three, five, and three completed certifi-
cate, BSc degree, and MSc degree level training respec-
tively. Regarding the profession of the educated IDI 
respondents, two were Nutritionists, four were nurses, 
two were public health officers and three were HEWs. 
The age range of the IDI respondents was 28–75  years. 
Among the FGD respondents, 21 were female, 41 were 
married, all were Muslim and 27 had no formal educa-
tion. Nearly all [19] of the women FGD respondents were 
housewives while a similar proportion [21] of the men 
respondents were farmers. The age range of the FGD 
respondents was 19–57 and they have 1–9 children at the 
time of data collection (Table 1).

About the community and their understanding of research
A good understanding of the formal and informal 
structure of the community is essential for the success-
ful conduct of any community-based study. The REA 
identified Kebele managers, religious, and community 
leaders as influential people having a meaningful role 
for the smooth conduct of research activities in the 
area. A Kebele manager is a trusted individual selected 
from the community who is responsible for the overall 
administrative works in a given Kebele. Religious lead-
ers are respected individuals representing a specific 
religious group while community leaders are usually 3  Kebele represents the lowest administrative unit in Ethiopia.

2  HEWs are the community workers managing health posts, which are the 
lowest primary health care delivery units in the Ethiopian health care struc-
ture.
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elderly people. We recognized the value the community 
often gives to these people where their prior permis-
sion is important for the conduct of any community-
based activities including research. The respondents 

also mentioned the importance of involving HEWs 
considering their close working relationship with the 
community.

Regarding the prior research projects, the experts 
mentioned that very limited community-based studies 
(usually small-scale research projects) were conducted 
in areas declaring that no longitudinal study as the 
planned research work was conducted.

Very few cross-sectional studies were conducted in 
Silti Zone… research with long follow up is never 
conducted in this area. (IDI, Male, Facility Man-
ager).
SIlti Zone is established 10  years ago and the 
university is still new. We do not have adequate 
human, financial, and other key resources. As a 
result, limited studies were conducted in our com-
munity. (IDI, Male, Researcher).

Considering the scarce research works conducted in 
the area and the illiteracy level of the community, the 
experts repeatedly mentioned that the community might 
have an inadequate understanding of the research.

Unfortunately, our community is illiterate and 
they are not well exposed to researches before. 
Therefore, they may not understand the research 
or misapprehend it with medical intervention and 
other benefits. (IDI, Male, Service Provider).
If you go to Jimma (a town in Southwest Ethiopia 
where Jimma University has been operating for dec-
ades), the community could tell you better about 
research. It is because of their frequent exposure and 
you should not be surprised if our community has 
poor understanding. (IDI, Male, Researcher).

The community members further elucidated the 
response of the experts. Most of them never heard about 
“Temeramirot” (the local terminology for research). 
While others mentioned research equating to medical 
care, planning, and doing beneficial interventions such as 
the construction of health facilities and latrines and help-
ing poor families with financial and other benefits.

…. I do not know about research, never heard 
about it and it is your role either, the role of the 
educated ones. (IDI, Male, Community Leader)
Some organizations came to our community to 
help children from poor families. They were doing 
research. (IDI, Male, Religious Leader).
… It is about planning. For example, HEWs some-
times came here to discuss some important issues 
with us. Then we plan with her what and how we 
should do things. It is research … (FGD, Female, 
the Mother).

Table 1  The characteristics of  the  REA respondents, Silti 
Zone, Southern Ethiopia, 2019

Number

Characteristics of FGD Respondents (n = 43)

 Sex

  Women 21

  Men 22

 Marital status

  Married 41

  Other 2

 Religion

  Muslim 43

 Educational status (Women)

  No formal education 15

  Primary education 6

 Educational status (Men)

  No formal education 12

  Primary education 7

  Secondary education 3

 Occupation (Women)

  Housewife 19

  Others 2

 Occupation (Men)

  Farmer 21

  Others 1

 Age

  Range 19–57

 Number of children

  Range 1–9

Characteristics of IDI Respondents (n = 15)

 Sex

  Male 11

  Female 4

 Age

  Range 28–75

 Educational status

  No formal education 3

  Secondary education 1

  Certificate 3

  BSc 5

  MSc 3

 Profession (n = 11)

  Nurse 4

  Public health officers 2

  Nutritionists 2

  HEW 3
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The method approaching the community
In the study area, the tendency of approaching poten-
tial participants directly is nearly impossible. Involving 
peoples in the formal and informal chain of the com-
munity administration and local health workers particu-
larly HEWs was proposed as a suitable strategy before 
approaching potential participants.

To successfully conduct the research, you have to 
involve all concerned individuals including the 
Kebele, religious, and community leaders and health 
workers before contacting the study subjects. (IDI, 
Male, Facility Manager).

Most experts underlined the importance of sensitiz-
ing the community before individual recruitment. Two 
approaches were suggested: the first is to call for public 
gathering through the Kebele managers and conducting 
sensitization with the local health workers and HEWs.

… The good thing is to provide detailed informa-
tion to the community with our health workers and 
HEWs as they are well-trusted in the community. 
(IDI, Male, Woreda Health Office Manager).
The community should be told about your work. It is 
easy; the Kebele Manager can call the meeting. (IDI, 
Male, Community Leader).

The second approach is using the major religious gath-
erings that have been regularly happening every Friday 
(Jumma/Muslim Prayer Day) at Mosque settings, which 
are available at each Kebeles.

It is very nice if you sensitize the community in the 
Mosque particularly on Jumma (Friday Prayer of 
the Muslim community) as all people go to Mosque 
for prayer …. (IDI, Female, HEW).
… Our people should have the information first. We 
could talk about your work in religious gatherings as 
far as it is not against our Sheria (Islamic law). (IDI, 
Male, Religious Leader).

Recognizing the role of others in the decision 
to participate in the research
Different opinions were offered on who should decide 
at the level of community and for individual household 
members to participate in research. At the community 
level, the permission of people working in the formal and 
informal community administration is essential.

First, you need to have the approval of our leaders 
including the kebele managers, religious, and com-
munity leaders. Without their recognition, you will 
not be successful. (IDI, Female, HEW)
… The good understanding and the favorable views 

of the community leaders will have a valuable con-
tribution to effective individual recruitment. (IDI, 
Male, Manager).

For the research participation of the individual house-
hold members, most of the respondents said that the 
male head should make the decision. They stressed that 
women should also seek the approval of her husband 
before making decisions.

In this community, the male head of the household is 
making a major decision including for research par-
ticipation of individual household members. (IDI, 
Male, Researcher).
To participate in research, even a woman should 
consult her husband before making a decision. (IDI, 
Male, Service Provider).

Despite the favorable views on the dominant role of the 
man as a household head, few women respondents men-
tioned that both women and men members of the house-
hold discuss and make the decision together. However, 
experts with substantial experience working in the com-
munity emphasized the importance of including the men 
head of the household in the decision considering the 
nature of the planned research that requires long-term 
follow-up, repeated home visits, and the involvement of 
children and other family members.

In your research, if you do not involve the husband 
in the decision, you might be stuck in the middle 
when he (referring to men household head) becomes 
aware that the wife decided without his knowledge. 
(IDI, Female, HEW).
He (referring to men household head) is the one to 
decide for the household members. Once he made 
the decision, he can freely allow you to continue 
doing your stuff with the mother and the child. 
(FGD, Female, Community Member).

When asked who should decide on behalf of children 
to participate in research, nearly all of the women com-
munity members also stated that they need the approval 
of their husbands before the decision.

I will not decide alone… The father should also 
decide. (FGD, Female, Mother)
If you approach me to include my child, I will tell 
you that I need to consult my husband first. It is 
after his approval that I will allow you to include my 
child. (FGD, Female, Mother)

It has been also argued by few respondents mention-
ing the influence of the husband’s mother in low on the 
household decision-making process. It was understood 
from the REA that, the husband’s mother in low usually 
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lives in the household if they are alone and that she has 
an important influence in the household decision.

The influence of the husband’s mother in law is also 
important in any decision made at the level of the 
household. (IDI, Male, Manager).

Communicating information to potential participants 
in the consent process
Given the existing situation of the study subject and the 
community, all experts agreed that the consent process 
should be adapted to the local setting. However, different 
views were offered regarding the content of the informa-
tion that should be communicated in the consent pro-
cess. Considering the nature of the planned research and 
other important issues, most of the experts emphasized 
the delivery of the most important information. Among 
the recommended contents of the recognized ethical 
guidelines, the purpose and benefits of the research were 
repeatedly mentioned as the most relevant information 
to be communicated to the potential participants.

Since the planned research involves minimal risk, 
you should only give important information such as 
what you are out for, the purpose and benefits of the 
research. (IDI, Male, Researcher).
You are going to work with the illiterate community 
who may have never participated in research before. 
I believe that you should focus on giving the most 
important information. (IDI, Male, Service Pro-
vider).

However, few interviewees argued against providing 
limited information mentioning the following:

I think all information should be given to the study 
subjects in the simplest form possible. … If you invest 
your time to explain things, I am sure anyone can 
understand… even the illiterate community mem-
bers. (IDI, Male, Service Provider).

When it comes to the delivery of the information in the 
consent process (giving written or verbal information), 
all the respondents agreed that the information must be 
given verbally as most of the potential participants lack 
the ability to read and understand the contents of the 
document.

… Most of our community members could not read 
and understand the information in the written doc-
uments. How could you give them written informa-
tion? You must read the content of the document 
verbally. (IDI, Female, HEW).

To give information to the potential participants, the 
experts repeatedly suggested the inclusion of the local 

health workers into the research team underscoring the 
trust that the community has in them, their close work-
ing relationship with the community, and their good 
understanding of the local issues.

For your case, consider including health workers 
working in the local health facilities in your team. 
They could provide the information to the study sub-
jects who could easily trust them. (IDI, Male, Man-
ager).

Regarding the willingness of potential participants to 
sign the consent form, all of the participants agreed that 
having the written signature could not be a problem in 
the community.

Signing on the document is nothing. What we matter 
most is our word. That is all. If you want our signa-
ture, we can sign, that is easy. We cannot change our 
words; it is what we matter… (FGD, Male, Farmer).

The researchers with considerable work experience in 
the area, however, underlines the importance of telling 
the detailed information and creating a trusting relation-
ship before requesting individuals to sign on documents.

Our community is very flexible and they have a 
long-existing trusting relationship. I am sure they 
do not have any problem with signing as far as they 
trust you and understood the process. (IDIs, Male, 
Provider).

The acceptance of the planned research procedures
We explained the procedures of the planned research that 
was presented elsewhere [15] and asked the respondents 
whether the procedures are acceptable to the mothers. 
They all agreed that the procedures would be acceptable 
as far as they understood its purpose and benefit to the 
community.

Are you asking our willingness if you follow the 
health of our children and coming home to see 
them? Of course, we will be happy … (FGD, Female, 
Mother).
They will be very happy if you visited their home. It 
will also improve their trust … (IDI, Female, Kebele 
Manager).
I know the community very well. Mothers do not 
have any problem if you go to their home and ask 
them to bring their child once they understood your 
work… (IDI, Female, 32 years, HEW).

To motivate mothers and achieve effective reten-
tion, experts suggested the value of small incentives to 
compensate the time the busy mothers dedicate to the 
research activities. They identified soap, iodized salt, play 
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materials, child clothes, and monetary rewards as simple 
incentives.

I think mothers should be motivated for their 
engagement. If you give them small incentives, they 
will happily participate in your research. (IDI, Male, 
Manager).

The HEWs put forward a contradicting opinion men-
tioning that:

I am working with our mothers… I am sure they will 
expect nothing because of their participation. It is 
the community leaders and the community works 
who may expect incentives… (IDI, Female, HEW).

However, the mothers who participated in the FGDs 
suggested the importance of considering community-
based events such as the market and prayer days.

We have to go to the market on Market days and 
Friday is our Prayer day where we should pray at 
Mosque. You should not appoint us in these days. 
(FGD, Female, Mother).

A HEW who has been working in the area for more 
than nine years further clarified the issue mentioning:

….it is good if you are not scheduling activities in 
market days… As a Muslim community, Friday is 
also a busy day here… (IDI, Female, HEW).

Potential barriers to participation
A few experts suggested the importance of considering 
the current political situation of the country where the 
community could easily be suspicious of the outsiders 
and that wrong rumors could be easily disseminated with 
the potential to discourage participation. They under-
lined the value of working with all concerned individuals 
and organizations to gain the trust of the community and 
easily manage any problems that may arise in the conduct 
of the planned research.

You know the current politics… As an outsider, you 
should have a good working relationship with every-
body to ensure the smooth conduct of your research 
and to manage any unforeseen problems. (IDI, 
Female, Kebele Leader).

Nearly all of the respondents suggested the importance 
of respecting the cultural norm of the community. One 
major issue repeatedly mentioned was the tendency to 
influence the religious ideology of the community.

We all are very serious in our religion. … Some time 
ago, one organization (name mentioned), came here 
to support poor families. Letter on, we discovered 

that it has a hidden religious agenda that made us 
very nervous… (IDI, Male, Religious Leader).
As far as it (the research) is not against our Sheria 
(Islamic law), and if you respect our culture and reli-
gious practice, we will support you. (IDI, Male, Reli-
gious Leader).

Discussion
We conducted the present REA to understand the poten-
tial ethical challenges relevant to the study area and to 
develop a tailored consent process before the conduct of 
a large-scale longitudinal study. A good understanding of 
the basic concept of research among people approached 
is essential to secure authentic consent. The REA found 
out that the community in SIlti Zone has inadequate 
understanding of the concept of research. In studies 
conducted in Southern and Northern Ethiopia, a similar 
finding was noted [9, 14, 15]. Ethiopian health research-
ers and regulators also shared the insights that the com-
munity’s awareness about research and research ethics 
elements are not well developed [6, 21]. These may have 
led to the therapeutic misconception of health research, 
the belief that participation in research will result in 
some medical benefits to the participants [21]. The mis-
conceptions of health research with medical interven-
tions, aids, and other immediate benefits were reported 
in many studies conducted in resource-poor countries [6, 
10, 14, 15, 23]. We found a similar finding where most of 
the community members understood research equating 
it to medical care while others related research with plan-
ning and doing some beneficial interventions.

In line with similar studies, our study demonstrated 
that the low level of societal literacy and their limited 
familiarity with the research works was among the major 
reason for the inadequate level of research understand-
ing [13]. Indeed, education is one of the most important 
aspects of social and economic development. However, 
educational attainment in Ethiopia is generally low espe-
cially among rural residents where 54% of females and 
39% of males have no education. In Southern Ethiopia 
where our study is being conducted, only 1.7% of females 
and 2.2% of males completed primary education [17]. 
Nevertheless, some level of understanding regarding 
the concept of research among inadequately educated 
participants who had familiarity with health research 
was noted [10, 24]. In a study conducted among peo-
ple who had mostly no formal education, the difference 
in the research understanding among those who have 
experienced agricultural studies with those who had no 
experience was noted [14]. Some researchers working 
with illiterate communities argued against the notion 
that illiteracy is a barrier to research understanding and 
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comprehension except for the understanding of abstract 
scientific concepts [24]. Bhutta also put a favorable argu-
ment advising to never consider illiteracy to mean that a 
potential participant is unable to comprehend complex 
information suggesting the value of presenting the infor-
mation differently for these populations [3]. These find-
ings suggest that the lack of experience and familiarity 
with research work could have a pivotal role in shaping 
the research understanding of the given community. In 
consideration of the fact that illiteracy is widespread in 
most resource-poor countries particularly in the poor-
est areas, devising an appropriate mechanism that assists 
illiterate people to have a basic understanding of research 
before the consent process could be important.

The tendency to approach the individual study sub-
jects directly without considering the existing commu-
nity structure may be difficult in some communities as 
individuals might lack trust in the outsiders and become 
reluctant to participate. In Silti Zone, it was found out 
to be important to involve and get the permission of key 
and influential peoples such as the kebele managers, and 
religious and community leaders who have a meaning-
ful role in the formal and informal community-based 
administration before approaching individuals. The role 
these people may have and their level of influence might 
vary based on the culture, religion, and the structure of 
the community in a given area. For example, in Cam-
eroon, the fon (local traditional authority) plays a very 
important role as the entry point to the community [23]. 
In South-Eastern Tigray, religious leaders were the most 
accepted people to reach the community [14]. While in 
East Gojjam, kebele leaders and law enforcement were 
identified as the keys to approaching the community [5]. 
Considering the value of respecting the community and 
creating a good relationship, seeking the involvement of 
these people before reaching the potential study subjects 
could have a meaningful place for the smooth conduct of 
the planned research.

Conducting community sensitization and giving collec-
tive information through public and religious gatherings 
was also suggested before approaching the study subjects. 
Using Mosques for community sensitization, which was 
specific to our study, was meaningful given that nearly 
all of the community members follow Muslim Religion 
in the study area. Other studies also recognized the value 
of community sensitization and group information pro-
vision using community gatherings such as churches and 
market places [14, 15, 24]. The REA threw valuable light 
to using the community sensitization and individual con-
sent process as an opportunity to discuss the concepts of 
research with the community, which could improve their 
awareness and address the existing misunderstanding. 
The benefit of community sensitization in educating the 

community about research, enhancing the level of indi-
viduals’ comprehension and clear misunderstandings was 
well documented [10, 15, 23].

The social relationships of an individual within families, 
institutions, and communities may influence the assump-
tion of informed consent for a self-determined choice of 
individual study subjects [21, 26]. Therefore, the under-
standing of the decision-making tradition in a given com-
munity is important to devising appropriate strategies 
that balance respecting the individual autonomy for a 
self-determined choice against respecting the commu-
nity-based decision-making tradition. In the study area, 
the permission of key and influential community mem-
bers such as Kebele managers, religious and community 
leaders who are working in various hierarchies of the 
formal and informal community-based administration is 
essential. It is a common phenomenon in some societies 
in resource-poor countries where it would be culturally 
inappropriate to ask individuals for research participa-
tion without consulting the community or getting per-
mission from community leaders [21]. In the context of 
rural Ethiopia for example, any important decision has 
to involve significant other people including community 
elders and religious leaders [5]. Given the intimate and 
shared living arrangement in these settings, recognizing 
the value of involving all concerned bodies before initi-
ating any community-based activities including research 
work may be necessary. Based on the international guide-
lines that suggested the significance of accommodating 
the cultural context of a given population, the permission 
requirement of these people before approaching poten-
tial individual participants could be ethically sound as far 
as it does not compromise the requirement for an indi-
vidual’s voluntary informed consent.

At the household level, a man has a dominant role in 
decision making on the behalf of other family members 
including the women to participate in research by cultur-
ally accepted status as the head of the family. A similar 
finding was reported in Cameroon where most women 
even advocated for male responsibility in giving con-
sent for research participation [23] and in some areas of 
Uganda as well [21]. This is particularly relevant in Mus-
lim communities where the permission of the husbands 
must be sought and obtained before accessing women for 
surveys [26]. Furthermore, it was rarely mentioned that 
the mothers in law who usually lives with her son when 
she is alone has also an influence on the household level 
decision including for research participation of individ-
ual members. In South Asian regions, the mothers-in-
law commonly exert power over daughters-in-law to the 
extent that the women may not be able to express per-
sonal opinions on even minor household matters includ-
ing research participation [21]. In such circumstances, 
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the decision-making status of women could in part be 
the possible barrier to voluntary participation in research 
[9]. The situation where another person including the 
male family head customarily has the authority to make 
decisions on behalf of others on whether they will par-
ticipate in research is challenging considering the recom-
mendation of the universal ethical standard of informed 
consent. However, attitudes have been changing dramati-
cally in much of Africa, where many women, especially 
in non-Muslim societies, are now cultivating a more 
assertive position concerning healthcare [21]. For exam-
ple, in a study conducted in Northern Ethiopia, women 
reported their individualized decision-making role in 
any aspect of their life including for research participa-
tion [14]. Until it becomes practical in similar settings, 
researchers, therefore, need to take time to work with 
all concerned bodies at the various stage of the research 
and take culturally sensitive measures to secure authentic 
informed consent from women participants to the great-
est extent possible. Despite this, considering the nature of 
the planned research that requires long-term follow-up, 
repeated home visits, and family involvement, a sound 
argument to involve the male head of the household was 
proposed.

The ethical procedures that are designed based on 
the specific attributes of the population in high-income 
countries may be ineffective for implementation in some 
resource-poor countries because of the significant dif-
ferences in cultural and social environments [21]. Con-
sidering this, the Ethiopian Research Ethics Review 
Guideline suggested that the content of the informa-
tion sheet should consider the local culture and values, 
as well as the level of understanding and competence of 
the research participant [2]. About 95.4% of Ethiopian 
researchers, regulators, and IRB members also thought 
that the internationally recognized consent process and 
the elements of information sheet are often inappropri-
ate in some societies demanding contextualization to 
the given setting [6]. A similar finding was reported in 
Northern Ethiopia [5]. In this REA, similar views were 
shared mentioning that the consent process should be 
adapted to the local setting considering the existing situa-
tion of the study subject, the community, and the cultural 
issues.

The requirements for informed consent assume that 
individuals are autonomous agents with the capacity for 
expressing a self-determined choice after information 
on the purpose, risks, benefits, and alternatives are thor-
oughly described and understood [25]. However, various 
challenges were reported in the provision of informa-
tion to the potential participants in different settings. In 
a study conducted in Ethiopian universities and health 
research centers, consent-related problems including the 

provision of inadequate information, lack of clarity of the 
information, the use of inappropriate language, and ter-
minologies were documented [6]. In other studies, the 
tendency of stressing more on information related to the 
potential benefit and de-emphasizing information on the 
potential risks of participation was noted [8, 14, 15, 24, 
28]. The reluctance of researchers to provide all the rel-
evant information in a way that is understandable and 
appropriate, in particular disclosing the risk related infor-
mation might be intentional due in part to the fear that 
it might frighten the study subjects with the potential to 
deter participation [28]. Moreover, the frustration of the 
researchers regarding the lengthy and complex disclosure 
requirements for informed consent and the tendency of 
focusing more on the consent than on informed consent, 
which is based on prior information and comprehension 
was also noted [6, 26]. Our study found similarly finding 
where most of the experts often expressed the difficulties 
of communicating information based on the recognized 
ethical requirement in some communities. The consid-
eration of the existing local situations of the community 
such as the low level of literacy and the lack of familiar-
ity with the concept and procedure of research that pos-
sibly influences the comprehension level of the potential 
participants was suggested. The nature of the planned 
research where it was assumed to have minimal risk was 
also mentioned as a favorable argument. Yet, a meaning-
ful argument was shared underscoring that the research-
ers usually focus on recruiting as many as possible study 
subjects and getting the required data quickly than giv-
ing complete information that is relatively time-intensive. 
It was also suggested that even illiterate subjects could 
understand the information as far as it is customized for 
the level of their understanding and literacy level of a 
given population. This concern is consistent with the uni-
versal ethical standard of informed consent that requires 
the information provided to research participants should 
be analyzed in terms of containing the basic elements of 
information which should be communicated accurately 
and in an understandable and appropriate way [1, 3, 4]. 
In communities where there is a low level of literacy, it is 
common to see the tendency of preferring oral consent 
to written consent (8–10, 24). The study subjects may 
also hesitate to sign (using thumbprints) on the consent 
form although they agreed to take part in the study. For 
example, in Ethiopia, several studies reported the diffi-
culty of obtaining the written signature [8, 10]. The com-
monest reason appeared to be the fear of legal issues and 
accountabilities associated with signing on the docu-
ment. The past experiences of the study subjects such as 
losing the land by signing papers and the fear of any other 
adverse repercussions such as stigmatization could have 
made people suspicious of signing documents [22, 26]. In 
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contrary to most of the studies, it was worth noting that, 
signing on documents including for research participa-
tion is not a problem in the Silti community, although we 
noted the preference for the information to be communi-
cated orally. In explaining this, the flexible nature of the 
community, their frequent experience in signing on doc-
uments, and the long-existing trusting relationship were 
repeatedly mentioned.

After explaining the procedures of the planned research 
(the detail was presented elsewhere) [15], the procedure 
was found to be acceptable for the potential study sub-
jects. However, the importance of considering commu-
nity-based events such as the market and the prayer days 
of the community was suggested for consideration while 
scheduling activities with the potential study subjects. In 
the REA conducted in Addis Ababa, participants con-
firmed as there is no problem with repeated interviews, 
but emphasized the importance of making an allowance 
for the home and outdoor responsibilities of the women 
in deciding the timing of the interview [9]. The value of 
small incentives to motivate the potential study subjects 
was also suggested to ensure effective participation. The 
pivotal role of incentives to achieve effective recruitment 
and retention was also recognized in similar studies [8, 
10, 15]. International ethical guidelines also recognized 
the value of incentive as far as it is large or extensive 
enough to induce study subjects to consent to participate 
against their better judgment [29]. In the light of the local 
circumstances, the incentives proposed by the respond-
ents could be appropriate to motivate the potential study 
subjects without causing the significant ethical concerns 
of influencing the individuals’ informed decision to take 
part in the research. In our view, the finding regarding 
the incentive expectation of community leaders and com-
munity works for their engagement in the community 
mobilization efforts which was also reported in similar 
studies was also meaningful [9, 27].

The REA identified some of the potential barriers that 
could deter the study subjects from taking part in the 
planned research. The suspicious view of the commu-
nity to the outsiders and the associated wrong rumors 
that may easily arise and disseminate in the course of 
the research was mentioned perilous with the possible 
potential to influence participation. Similar studies con-
ducted in different parts of Ethiopia also reported the 
distrust of the community to the newcomers and the 
potential of false rumors in creating misconceptions in 
the community [8, 9]. The tendency of ethnic bigotry 
and the existing wave of insecurity in Ethiopia contrib-
uted to the mentioned phenomena [30]. In line with the 
finding of similar studies, garnering the support of all 
concerned stakeholders, a prior community sensitiza-
tion to disseminate the right information, and ensuring 

a clear understanding of the nature of the research was 
suggested [8, 31]. Respect for cultural norms builds a 
foundation of trust between researchers, study subjects, 
and the local community [25]. The value of respecting the 
cultural norms of the community including the religious 
ideologies and practices were also repeatedly suggested, 
as the lack thereof potentially dissatisfy the study subjects 
and become the barrier to participation. In similar stud-
ies, the understanding of the culture, religion, and liveli-
hood of the people approached and the circumstance of 
the study subjects was mentioned as essential [10, 15]. 
Therefore, we were cautious in selecting the play activi-
ties and materials, in selecting home visitors who were 
recruited from the local community with a good under-
standing of cultural norms and religious issues of the 
community including the dressing codes. Due attention 
was also given to the interaction happening with moth-
ers/fathers with an opposite-sex research team.

To mention some of the limitations, we used the refer-
ral of local people in the selection of respondents. For 
example, at the community level, FGD discussants were 
selected by HEWs while at the health service providers 
selected mothers/fathers of children with SAM. Simi-
larly, health facility managers, Kebele managers, and the 
Research Office head of Worabe University selected the 
health workers, community-level IDI respondents, and 
researchers respectively. Consequently, we are not quite 
certain whether the respondents selected for the study 
actuality represents the variability of the community and 
the selection process is free from the potential selection 
bias. The study was conducted in the Silti community, a 
Muslime community in Southern Ethiopia and our find-
ings may not fit the realities of other settings given the 
remarkable diversity across regions, religions, and eth-
nicities of Ethiopia.

Conclusion
The REA enabled the understanding of the community, 
their research awareness, expectation, and the cultural 
norms relevant to the scientific ethical standards. It facil-
itated the identification of the potential ethical issues that 
may arise in the preparation and conduct of the planned 
longitudinal research. In the meanwhile, it informed 
the team to devise culturally sensitive and scientifically 
sound strategies to secure authentic informed consent. 
Given the valuable output of the REA in improving the 
ethical conduct of relatively resource-intensive longitu-
dinal studies, we thought that the process of conducting 
it is feasible particularly for researchers who have expe-
rience in conducting qualitative studies. As the name 
implies it is quick as it can be completed in only several 
weeks and it is efficient, as it does not require a huge 
investment. Plainly, the assessment is helpful to map out 
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the potential ethical issues in the area and informed their 
solution for use in the conduct of the planned longitudi-
nal cluster randomized trial.
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