ADDIS ABABA UNIVERSITY
COLLEGE OF HEALTH SCIENCES
SCHOOL OF PUBLIC HEALTH

Title: Perspective and Experiences of Researchers regarding Informed
Consent for Biorepositories in Ethiopia: A Qualitative Study

By: Siham Mohammed Abdella (BSc.)

Adyvisors:
1. Dr. Ayele Belachew (Associate Professor)
2. Lealem Minwuyelet (MSc)
3. Kalkidan Solomon (Assistant Professor)

A Thesis Submitted to the School of Public Health, Addis
Ababa University, in Partial Fulfilment of the Requirement for Master’s of Public
Health in Health Research Ethics.

Date: July, 2024
Addis Ababa, Ethiopia



ADDIS ABABA UNIVERSITY
COLLEGE OF HEALTH SCIENCES
SCHOOL OF PUBLIC HEALTH

Perspective and Experiences of Researchers regarding Informed
Consent for Biorepositories in Ethiopia: A Qualitative Study

By: Siham Mohammed Abdella (BSc.)

A Thesis Submitted to the School of Public Health, Addis
Ababa University, in Partial Fulfilment of the Requirement for Master’s Degree
of Public Health in Health Research Ethics.



APPROVAL SHEET
ADDIS ABABA UNIVERSITY
SCHOOL OF PUBLIC HEALTH

Perspective and Experiences of Researchers regarding Informed Consent for Biorepositories
in Ethiopia: A Qualitative Study

Submitted By:
Siham Mohammed Abdella )Ll 3 July 29, 2024
Full Name Signature Date
Approved by:
Advisor:
Full Name Signature Date

Internal Examiner:

Full Name Signature Date

External Examiner:

Full Name Signature Date

Chairperson, department graduate committee:

Full Name Signature Date



Contents

Y aYo] Lo}V Yo f=1q T=T o | SO PP PRPRPRPI i
FiXed o] 0)Y an k=T aTe WAV o] o] g=AVAF= 14 Lo o< SRR UPRRN i
LY o1 4 = o] TP PP PP PPPPPRPRPRS iii
To INTFOAUCTION Lttt e e e et s e et et s ea s e eansenaes 5
1.1. BACKEGIOUNG ...ttt ettt et et et et et e e eeeaeaeeaeenannenannan 5
1.2. Statement of the Problem ... ...ttt e 6
1.3. SigNIficanCe Of the STUAY ..ceuiiiiiiie et et e e e e e e s e e e eans 7
2. LITErature REVIEW ... cueiiiiiiii ittt ettt et et e et e e s e et e e s ensenenns 8
2.1. Informed Consent and the Ethical Issues in Genetic and Biobank Research....................... 8
2.2. DY o L=E T o) O] o T-1=Y o | SRS 8
2.3. The Ethiopian CONTEXE ..cuuiuiiiieie et e e e e e e e s e e et e e et et sa et sessnsaaeneennens 11
T @Yo [e1=Y o (U =10 o =1 0 a 1= )1V 0] QNN 13
N © ] oY 1Yo AV - TP 15
4.1. (7T o ToT ¢ TN @ o [T e] 1Y T RN 15
4.2. ] ool ] (o @] o= Tl 1LY/ TSRS 15
ST (7 =14 g To Yo (o] Lo =4V O PP PP PPN 16
5.1. 18 [0 LYY= uu] o V- SRR URUPRPRPN 16
5.2. Y (0T0 VAN o] o] o Y- T3 o [N URN 17
5.3. Y (0o |V ==Y e Yo RN 17
5.4. Y (0o |V =0T o101 = | 4 (o] o RN 17
5.5. Recruitment Of PartiCiPants ....i. it e e e e e e e e e e e eaanas 17
5.6. Data Collection tool and ProCEAUIES .....iuiiniiiiieieiieee e ee e e et et et et et ereeaaeneennens 17
5.7. Trustworthiness (QUAality @SSUIANCE).....iiuiiiiiiiiiiiiiie e e et e e et eee e e et et ereeaeeneenaens 18
5.8. Data management and @nalySiS ... ittt ettt e e e e eas 19
5.9. Ethical ConSIderations ... .ceueiiuuiiiieii ettt et et eeae e e e e ee e een e eenes 21
5.10. Dissemination Of FINAINGS....c.ouuiiiiii ettt et et et e e e e e ens 21
ST T o Lo {14 T2 P PP PP PPN 22
T DISCUSSION .ttt ettt ettt e it st et et st et s et s e et et a s e e e eaaae 39
8. CONCLUSION eatiiiiite ettt et e et et e et e et e taa e et s e taeeetna s eeneseanesranseeanannnnas 42
S O S0 (=T (=T g o] PP P PP PP PPPPPPRt 43



10. F N 01 415 G TN 48

List of Tables

Table 2: Main Themes, Sub-themes, anNd COAES ...t enens 20
Table 1: Socio-Demographic Data of Study PartiCipantS......ccuuviuiviiiiiriiiiieie e e e e 22
BE ] o] (RS R 010 21 (@ N 0] s [=Tod (L 1<} AU P 57
BE] o] (R S 00 T [N = o Lo | P 61

List of Figures

Figure 1: ConcCeptual FrameEWOTK ... .. iu. ittt et e e te et e e eeeea e e eeneenasaneansannsanneens 14



Acknowledgment

I would like to express my sincerest gratitude and appreciation to my advisors, Dr. Ayele Belachew
(Ms. Lealem Minwuyelet, and Kalkidan Solomon for their invaluable guidance and support
throughout the duration of this study. I would also like to extend my gratitude to Dr. Joseph Ali and
Dr. Nancy Kass from the Johns Hopkins Berman Institute of Bioethics for their insightful feedback
and guidance. Furthermore, I would like to thank Alemtsehay Tadesse, my interviewer, and Abdella
Nasir, my transcriber, for their invaluable contributions. I also hold in high regard the participants of

this study for their valuable time and their provision of rich data.

Finally, I wish to thank Addis Ababa University, College of Health Sciences, School of Public Health,
and Johns Hopkins Berman Institute of Bioethics for providing me with this opportunity to conduct

my research project for the master’s program.



Acronym and Abbreviations

AAU - Addis Ababa University

AHRI - Armauer Hansen Research Institute

CHS - College of Health Sciences

CTSA - Clinical and Translational Science Award

EPHI - Ethiopian Public Health Institute

ESTC - Ethiopian Science and Technology Commission
H3Africa - Human Heredity and Health in Africa

IRB - Institutional Review Board

Malaria GEN - Malaria Genomic Epidemiology Network
MoST - Ministry of Science and Technology

MTA — Material Transfer Agreement

NeuroGAP-P - Neuropsychiatric Genetics of African Populations-Psychosis
PGI - Pathogen Genomics Initiative

PI — Principal Investigator



Abstract

Background: Informed consent in biorepository-based research is a highly debated issue in the
scientific community. Unlike one-time consent for a specific study, broad consent is required for
future use of biospecimens. However, providing sufficient information about future research poses
ethical challenges, making informed consent complex. Additionally, the use of complex procedures
and terminology can make it difficult for individuals to fully comprehend the scope of their consent.
As a result, the question of whether informed consent can be considered valid is a contentious and
multifaceted issue. Given the significant increase in genomics and biorepository-based studies in
Ethiopia, it is crucial to gain insight into the perspectives and experiences of researchers, sample

donors, ethics committees, and other stakeholders involved in biorepositories.

Objective: This study aims to explore and understand the perspective and experiences of researchers

concerning informed consent for biorepository-based studies in Ethiopia.

Methods: A qualitative study was conducted among 15 participants recruited using purposive
intensity sampling. Face-to-face and virtual in-depth interviews were conducted with the study
participants are well-experienced in biomedical research that involved collecting and storing human
biospecimens from Addis Ababa University, College of Health Sciences, Ethiopian Public Health
Institute, and Armauer Hansen Research Institute. Data were organized using NVivo version 20 and

analyzed thematically.

Results: The study reveals that while information is clearly stated on the information sheet, the
informed consent process is not flawless, due to complexity of the study, lack of scientific knowledge,
traditional beliefs, and communication flaws during information delivery. Moreover, the absence of
a standardized informed consent model specifically tailored to genetics and other biorepository-based

research emerged as another primary challenge.

Conclusion: Overall, the researchers viewed the informed consent paper positively, yet the consent
process was perceived negatively due to participants' poor comprehension. This informs the need for
testing comprehension levels before obtaining consent. Future multi-site studies shall be conducted
to generate evidence on the opinions and experiences of ethics committees, study participants, and

other key stakeholders on informed consent for biorepositories.
iii
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1. Introduction

1.1. Background

Since their inception, biorepositories or biobanks have progressed from small-scale processes
focusing on collecting biospecimens for specific studies in pathology settings into sophisticated and
complex infrastructures that serve studies in translational research and precision medicine (1-3).
Biobank can be defined as an extensive collection and preservation of biospecimens linked to
relevant personal and health information held predominantly for use in health and medical
research(4). The terms "Biobank" and "Biorepository" are often used interchangeably. In Ethiopian
research ethics guidelines, these two terms are also utilized interchangeably(4,5), but it is important
to note that there are slight differences between them. Biobanks primarily contain human
biospecimens and associated donor information, while biorepositories encompass a wider range of
biological samples from all living organisms, including humans and animals, as well as cell and

bacterial cultures(4). In this study, the two terms are used interchangeably.

Biorepository-based studies involves sharing data among research institutions, scientists, and
collaborating stakeholders for unspecified research and for the re-use of data in secondary research
(6). Hence, these features of biobank research make it different from traditional research types.

As a result, researchers and other stakeholders in biobanking research face serious challenges with
regard to ethical, social, and legal factors. Some of the issues identified in the literature include
sample/data ownership and governance, maintaining participants’ confidentiality, return of results to
participants, benefit sharing, commercialization, and the informed consent approaches in biobank

(7,8).

According to the bioethics principle, one of the criteria for informed consent to be considered “valid”
is providing adequate information to potential participants and ensuring that they fully comprehend
before giving consent(9). However, it has been difficult to satisfy this criterion in studies involving
biorepositories. This is because, it is impossible to provide adequate information about the nature,
purpose, and types of research that are likely to be conducted in the future on those biospecimens at
the time of seeking consent from a sample donor(10,11). Furthermore, during the informed consent
process, participants’ comprehension may also be limited since biorepository-based research like

genetics and genomics has complex procedures and medical terminologies that are difficult for a
5



layperson to understand(12,13). The question of whether informed consent can be considered valid
in this context remains a complex and contentious issue. Therefore, it is vital to explore and
understand the perspectives and experiences of researchers, sample donors, research ethics

committees, and other stakeholders of biorepositories.

1.2. Statement of the Problem

The complex nature of biobanks and the preservation of biospecimens for unpredictable future
research use have made obtaining valid informed consent challenging. Empirical studies have shown
that identifying the best approach to consent for collecting and storing human biological samples and
data for future research use has become challenging and controversial among scholars (14,15). Due
to this, different models of consent and guidelines are used by various research institutions and
biobanks (16). There is an absence of consensus among researchers about which consent model can

be considered ethically and legally appropriate in research involving biobanks (14,16).

Biomedical research, including genetic studies and biobanking, is becoming more common in
Ethiopia. In response to advancements in science and technology, research ethics guidelines and
regulatory policies have been updated and improved(5). Studies have been carried out in Ethiopia to
understand communities’ views on genomic studies and explore factors influencing the informed
consent process (18-20). However, these studies have mainly focused on specific genetic diseases
like podoconiosis. To date, no research has been conducted to examine the perspectives of researchers

involved in various types of biomedical and genomic studies regarding the informed consent process.

There needs to be a universal framework and harmonization for consent procedures in biobanking
research to maximize the potential of biomedical research and scientific breakthroughs by ensuring

collaboration and data sharing among different research institutes (21,22).

The perspectives and experiences of researchers and other biobank stakeholders in African countries
must be well understood and addressed to develop a universal ethical guideline and regulation
regarding informed consent (23). This study aims to explore the perspectives and experiences of

researchers in Ethiopia regarding informed consent for biorepository-based research.



1.3. Significance of the Study

The findings of this study will inform policymakers and aid in the development of evidence-based
guidelines and policies for informed consent in biobanks in the Ethiopian context. The themes and
key concepts that will emerge from this study can serve as a valuable reference and help develop
tools or questionnaires for future quantitative research in this topic area. Additionally, this study will
contribute to the expanding body of knowledge on research ethics in Africa, fostering collaboration

and sharing best practices across the continent.



2. Literature Review

2.1. Informed Consent and the Ethical Issues in Genetic and Biobank
Research

The informed consent process is an ongoing exchange of information between the investigator and
the study participant. Where adequate information about the study is provided to the potential
participant, in a language he/she can easily understand, and they will be able to decide, voluntarily,
whether or not to participate in the research. The informed consent document consists of; the
information sheet and the consent form(5,24). The basic elements that should be included on the
information sheet are; an explanation of the research, its potential risks and benefits, alternative
procedures, confidentiality, compensation, contact information for questions, voluntariness of
participation, and specific statements regarding the collection of identifiable private information or

biospecimens(24).

Respect for autonomy, one of the principles of biomedical ethics, is mainly implemented by obtaining
valid informed consent. For informed consent to be considered “valid,” it has to fulfill these three
criteria: adequate information should be provided for the potential participant, they should have the
capacity and competence to understand the information and to consent, and lastly, the consent

provided should be voluntary (9,25).

However, achieving these three critical elements of valid consent in biobank research has been
challenging. The primary concern starts at the point of sample collection as to whether the individual
participant from whom bio samples are taken is well-informed about the specific research and the use
of specimens for future research. The classical specific, informed consent is not practical in the case
of biobanking research because biological samples and data will be used for various future research,
which is impossible to foresee and predefine at the initial time of seeking consent (13). Due to this,
alternative models of consent have been introduced and used. Broad consent, Tiered consent, Blanket
consent, and Dynamic consent are the standard consent models currently being utilized in genetic

and biobank research.

2.2. Types of Consent

2.2.1. Broad Consent
Broad consent is the most widely used form of consent for the storage and future use of human

biological samples (26). According to the United States Federal Policy for the Protection of Human
8



Subjects (The Common Rule), broad consent is recommended to obtain a study participant’s consent
for the storage and secondary research use of identifiable biospecimens and related personal
information (24). Broad consent can be defined as consent obtained from participants at the time of
sample collection for using their samples in the current study and for unspecified future research
studies but with some restrictions and oversight of an ethics committee (27). Broad consent is also
understood as consent to a particular type of governance structure that will make decisions regarding
the use of the donated sample for future studies while ensuring ongoing communication with sample
donors about future use and, if possible, providing a process that allows participants to withdraw

samples from the storage facility where they are kept (11,28).

The majority of researchers and other stakeholders in biobank research, both in high-income and low-
income countries, preferred the use of broad consent, citing the difficulty and impracticability of re-
contacting each participant for re-consent (8,29,30). It would be very expensive to collect biological
samples using specific, study-by-study consent and to destroy left-over samples after the study is
over (17). Critics have argued that broad consent undermines participants’ autonomy since it does not
provide specific information about future studies and to what extent their samples and data will be

used (7,15).

While most African countries’ ethical guidelines endorse the use of broad consent, Zambia, Malawi,
and Tanzania do not allow broad consent to be used for biobanking research. Zambia’s Health
Research Act demands that human biological samples should not be obtained and stored for any
future research that is not unspecified (33). In Tanzania, the Guidelines for Health Research stated,
"Studies can only be conducted with the explicit consent of the participants, and it is considered
unethical to utilize biospecimens for purposes other than those that were initially agreed upon by the
participants”(34). The H3Africa (Human Heredity and Health in Africa) initiative, one of the largest
genetic research programs comprising 51 projects, recommends broad consent for H3Africa studies.
Despite the growing acceptance of the concept of broad consent coupled with a governance structure
in Africa (28), Nicki Tiffin argued that this approach could be challenging to implement in developing
countries like African nations since they often lack the necessary resources and infrastructure to
ensure institutionalized protection of individual rights. According to Tiffin, broad consent can lead to
exploitation and abuse if there is a lack of proper guidelines and oversight, particularly in the African

population, where most of them are vulnerable (35).



2.2.2. Tiered Consent
Tiered consent, also known as multilayered consent, is where participants first consent to the current

study. Then, they will be given several options to choose on which specific type of research their
biospecimen/data can be used (8,27). In tiered consent, participants are given the option to choose a
disease category in which their samples can be used in the future (17). They can also decide who can
access their data and which institution or pharmaceutical company. Unlike broad consent, tiered
consent provides more autonomy for participants (36) and increases trust as choices are provided to
participants (29). However, literature on researchers’ views described that tiered consent could be
cumbersome and time-consuming to explain to participants, especially where translation is required,
and that it is too difficult to capture and store electronically (35). However, if investigators decide to
follow this option, they need to develop a good management plan and governance to ensure that the
participant’s choices are respected (27).

2.2.3. Blanket Consent

Blanket consent is another approach to consent where individuals make a one-time choice to donate
their samples for future use with no restrictions on the purpose of the research. This lack of restrictions
can lead to ethical concerns, such as the usage of samples in future studies that conflict with
individuals’ fundamental values. Additionally, blanket consent raises concerns about privacy and data
protection since there are no limitations on where and how long the donated samples will be stored
or shared (37). Hence, it is not preferred by the majority of researchers and research ethics
committees. In a qualitative study about biobank stakeholders' opinions towards consent models in
South Africa and Malawi, very few (3/34) of the participants preferred blanket consent by claiming
that it would allow them to use the donated samples for any type of future research without any
limitation (17).

2.2.4. Dynamic Consent
A technology-based consent, “Dynamic consent,” is a digital platform with an interface that allows

sample donors to have an interactive relationship with the researchers (38). Many scholars claim that
dynamic consent is the best way to respect an individual’s autonomy since it provides detailed
information and updates about specific new research projects to the participants and keeps them well
informed. At the same time, it provides participants with as much choice and control over their stored

sample and data as possible, placing them at the center of biobank governance (38,39). However, this
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technology-based consent model can be challenging to adapt in many African countries due to limited

internet access and technological infrastructure (36,40).

2.3. The Ethiopian Context

In recent decades, genetics and biorepository-based research in Africa has grown rapidly, with
successful initiatives such as the Africa Pathogen Genomics Initiative (PGI), H3Africa, and Malaria
GEN (9-11). This advancement in science and technology is crucial for the development of Africa
and to improve the people’s health on the continent. However, the challenges that come with it are
exacerbated in developing countries due to limited capacity and infrastructure and a lack of
knowledge and awareness of research and genomics among people in most African countries (12).
Although still in its early stages compared to other African countries, the practice of genetic and
biorepository-based research has seen a significant increase in Ethiopia in recent years. To mention
some of the research projects, “NeuroGAP-P- project,” the largest genetics study in Ethiopia, was
launched in 2018 by Addis Ababa University, Department of Psychiatry, in collaboration with
Harvard University and MIT, where DNA samples from 8,000 participants were collected(41).
TBGEN Africa is a collaborative research initiative supported by H3Africa and hosted at AHRI,
Addis Ababa. This initiative studies Mycobacterium tuberculosis genotypes and aims to enhance
genomic and bioinformatic capacity through research and training (42). One of the objectives of these
genomics study projects is to establish a well-developed biobank in Ethiopia. Due to the growth of
such kinds of research, the Ethiopian national research ethics guidelines have been revised and

updated to ensure they are more comprehensive.

In 1995, the Ethiopian Science and Technology Commission (ESTC), now called the Ministry of
Science and Technology (MoST), developed the first National Health Research Ethics Review
Guideline. Since then, this guideline has been revised five times with the new edition that the Ministry
of Education published in 2022 (5). The fifth edition of the national research ethics review guideline
was revised to include guidelines for the practice of genetic and biobanking studies, transfer of human
biospecimens, and other complex research areas. It included descriptions of genetic screening,
counseling, and research, how participants’ rights and welfare can be protected, and that adequate

information should be provided during the informed However, the limitation of this guideline is that

11



it did not describe the different types of informed consent process (43). consent models used in
biobanking research. Also, it did not specifically describe the type of consent that is permissible to
be used in Ethiopia. But the recent (6th edition), which was issued in the year 2022, have a detail
description about the types of informed consent models that are acceptable and appropriate for
genetics and biorepository-based studies(5). Studies in other countries found that some researchers
could not differentiate broad consent from specific consent, and some also use those terms
interchangeably (30). It is crucial to describe the consent types in detail to prevent confusion and to

provide accurate guidance to researchers and ethics committees.

Currently, technology-based consent is widely recommended for use in research involving biobanks
since it best addresses the ethical and legal issues compared to the other types of consent. However,
adopting this type of consent in low-income countries like Ethiopia would be impractical because of

limited access to technology and resources (40).

Several empirical studies conducted in various countries have shown that there is no consensus
among researchers and stakeholders in biobanks regarding which type of consent for biobanking
research is ethically appropriate and preferable (44). This is because different international and
national jurisdictions have differing rules and regulations that determine the governance of biobanks.
The other reason is that biobanks have too many stakeholders from various backgrounds and
professions, with differing views and opinions (8,44). This potentially impacts the efficiency of
genomic and biomedical research and could significantly increase the costs of such research (21,45).
Making it difficult for data sharing and collaborative research. There needs to be harmonization and
international standardization of consent procedures in biobanking research in order to enhance
collaboration and data sharing among national and international research institutes, as well as to
maximize the benefit of genomic and biorepository-based research for both the advancement of

science and health of the population (44).

12



3. Conceptual Framework

3.1. Description of the Conceptual Framework
The two variables on the top represent researchers' views, opinions, and experiences regarding
informed consent in biobank research that are discussed in the literature review. Meanwhile, the two

variables on the bottom (blue color) indicate the research questions that will be explored in this study.

Themes and concepts that will emerge from the generated data (blue color) will be compared with
the existing themes about the views and experiences of researchers in the literature (variables on the
top). To see if there are similarities in opinions and experiences and to identify new views and

experiences that are unique from the existing themes in the literature.

The findings of this study will create awareness and aid as a source of knowledge for policymakers
in Ethiopia to develop evidence-based ethical guidelines and policies regarding informed consent for
biobank research. It will also help as an input by providing information about the Ethiopian context

for the international harmonization initiatives of biobanks.

13



3.2.  Figure of the conceptual framework (29,30,46)

Experiences of Biobank
Researchers in the

Views and Opinions of Literature

Biobank Researchers in -
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Figure 1: Conceptual Framework
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4. Objective

4.1. General Objective

» To explore the perspective and experiences of researchers regarding informed consent for
biorepositories in Ethiopia.

4.2. Specific Objectives

» To explore researchers’ perspectives towards the informed consent used for biorepositories.
» To describe researchers’ experiences with informed consent procedures for biorepositories.

» To explain the ethical challenges researchers face concerning informed consent for
biorepositories.

15



5. Methodology

5.1. Study Setting

The study was carried out at three institutions located in Addis Ababa: Armauer Hansen Research
Institute (AHRI), Addis Ababa University College of Health Sciences (AAU, CHS), and Ethiopian
Public Health Institute (EPHI). These institutions are chosen because of their reputation as prominent
health research centers in Ethiopia, handling various genetic/genomic and biomedical research
projects. These research and academic institutions cover several areas, including immunology,
molecular biology, and epidemiological and translational research. Moreover, these research
institutions collect and store human biospecimens which are used for different biomedical studies

from various regions across Ethiopia.

AAU, CHS is a professional health sciences college comprising four schools that encompass the
disciplines of medicine, pharmacy, public health, and allied health sciences, in addition to a teaching
hospital. This institution is actively engaged in various forms of biomedical research, including the

largest human genetics research ever conducted in Ethiopia(47).

AHRI covers several research areas, including immunology, molecular biology, and epidemiological
and translational research. AHRI has published more than 900 papers in peer-reviewed journals,
mainly in biomedical research. Furthermore, the institute serves as a repository for human
biospecimens collected and stored over many years, providing a valuable resource for ongoing and

future research endeavors in the realm of medicine (48).

EPHI, which is accountable to the Federal Minister of Health, is the country’s primary organization
in charge of public health research, training of public health professionals, laboratory verification of
public health threats, and emergency response in public health. The institute’s primary goal is to
guarantee that the nation’s public health policies and strategies are grounded in evidence by

conducting scientific research on priority health and nutrition issues(49).
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5.2. Study Approach

A qualitative study was conducted using the thematic analysis approach, where it is helpful to report

the reality, meanings, and experiences of study participants(50).

5.3. Study Period
Data collection and analysis was done from February 09, 2024, to April 20, 2024.

5.4. Study Population

Participants were chosen based using purposive intensity sampling where their intensive and long-
term experience of conducting biomedical studies that involves collecting and storing human
biospecimens leads to be included. The reason for focusing on those with long-term experience is to
have tick and well described data which best address the research question through their knowledge
of the informed consent models used in biorepository-based studies. Participants selected from Addis
Ababa University were mainly academicians and researchers from the departments of Microbiology,
Immunology, Parasitology, and Pathology. While at AHRI, researchers from the Mycobacterial
Diseases Research Directorate and the Biotechnology and Bioinformatics Research Directorate were
part of this study. Participants from EPHI were mainly from the departments of Pathogen Genomics

and Bioinformatics.

5.5. Recruitment of Participants

Purposive intensity sampling was used while recruitment was based on gradual selection where we
pre analyze the data and select the next participants based on the findings from the previous data still
the actual saturation of ideas has been reached and no new finding were not emerging. In order to
have rich data on the research focus we select participants used on the maximum variation in-terms
of age, sex education, year of experience, type of research they are involved in. Their profile from
the institution’s website, google scholar and colleague suggestion have made to properly identify the
participants with the selection criteria. Identified researchers were invited to participate in this study

through email and in person contact.

5.6. Data Collection tool and procedures
A total of 16 participants were interviewed. The interviews consisted of 12 face-to-face in-depth
interviews, three virtual interview, and one email interview. Participants who could not have face-to-

face interviews could not do so because two were outside the country for work purposes, one was on
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maternity leave, and one had a busy schedule during the data collection period. Interviews were
conducted by experienced qualitative researcher and principal investigator. Open ended interview
guide was prepared both in English and Ambharic. Interviews were conducted in Amharic language,
expect for three participants due to the preference of the study participants made it English. All
interviews were audio recorded. And the interviews took an average of 33 minutes. All in-depth
interviews were conducted in quiet room at the workplace of the participants except for one interview

where a background noise was identified when listening to the tape record.

5.7. Trustworthiness (Quality assurance)

The study participants were individuals who have different roles and positions in the research project
they were involved in. This helped to capture different perspectives and ensuring triangulation
through data sources. Site triangulation was also achieved by interviewing investigators working in
different research institutions. The principal investigator held daily debriefing sessions with the
interviewer to discuss preliminary findings and identify areas that require modification or further
exploration. These sessions also allowed the interviewer to ask questions and clarify any issues that

arose during the interviews.

Participants' direct words were quoted and used to support the interpretations of the findings, ensuring
their credibility through transparency and evidence-based analysis. The principal investigator has
ensured that the transcriptions are accurate and true to the original conversation by reading and
listening to the interview recordings(51). To validate the accuracy of the interpretations and
conclusions drawn from the data, member checking was conducted. This involved sharing the written
report with the participants and obtaining their feedback and validation of the findings(52). While a
response from all the participants were not received, the responses received helped ensure that the
report accurately reflected the perspectives and experiences of the participants. In the data analysis
process, negative cases or ideas that deviate from the emerging concepts were identified and has been

written and interpreted on the findings section.

To achieve transferability and dependability of the study, information about the boundaries of the
study, and detailed descriptions of data collection and analysis procedures were provided. Along with

rich descriptions of the emerging themes and categories provided in the findings section.

To maintain the study's confirmability, the developed codebook, codes, and emerging themes were

reviewed by the study advisors to reduce investigator bias. Audit trails such as the recorded audio
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files, fieldnotes, and records of changes made in the research process are well documented and made

available for advisors and other researchers.

5.8. Data management and analysis

Audio recorded data were transcribed verbatim. A saturation grid was used to check whether data
saturation had been reached. A saturation grid was developed by writing down the emerging codes of
each interviewed participant in separate papers at daily bases. During this process, new codes were
circled to identify them and to compare them with the previous coded data if no new codes or ideas
emerged(53). Prior to starting data collection, a two-day training was given for the interviewer and
transcriber where it was explained to them about the study topic, procedures, and objectives. Field
notes and memos were used to identify insights, patterns, and themes that emerged during the
interviews. A codebook was developed based on the codes that emerged from the first three analyzed
transcripts using inductive approach. The data were repeatedly read to develop codes and categories.
Codes, categories and themes were developed in line with the study's objectives. The data was
analyzed using thematic analysis approach and NVivo version 20 software was used to assist in
organizing and analysis of the data. Due to its flexibility, a thematic analysis method helps to analyze
data and develop codes in both deductive and inductive approach. It offers a more accessible form of
analysis, especially for those early in a qualitative research career, since it does not require the

detailed theoretical and technological knowledge of other qualitative approaches(54).
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Table 1: Main Themes, Sub-themes, and Codes

No. Main Themes

Sub-themes

Codes

Broad, Specific, Tiered, Both broad

1. Types of informed consent and specific consent, Depends on
used the type of research
Consent process, Respects
The consent process autonomy, They may not comeback
2. Views regarding informed
consent Well written, No template,
Contents of the consent Withdraw options
There is no guarantee of their
Participant’s comprehension understanding,
Both educated and uneducated
3. Information comprehension

Reasons for poor comprehension

Lack of knowledge, Information
overload, Recruited in a hurry

4. Building trust

Views regarding establishing trust

Ways to build trust

A known person and place,
Institution's reputation,

The consent process, Community
engagement Sharing of results &
benefits

Telling participants about IRB
oversight,

Active contacts with participants

5. The good side of the
informed consent

Strength of Broad consent, Options
are given, Detail information is
provided

6. Drawback of the consent

Limitations of the consent

Limitations related to governance
and guideline

No reference for terminology and
standardized template,

Poor description about withdrawal
Translated words

Lack of I.C for sample storage from
clinical visits

No specific guideline, Lack of
guidance for withdrawal process,
Lack of continuous communication

7. Challenges faced

Communication challenge and the reasons

Comprehension challenge

Challenges unrelated to informed consent

Complexity of the study, Emerging
field, The word genetics is
sensitive, Imperfection during
informed consent delivery and our
approach, Traditional & religious
belief

Drawing blood, Lack of capacity to
oversight shared samples,
Participants ask for results

8. Recommendations

Consent recommendations

Standardized model, Stop blanket
consent, Investigations
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Governance Community  sensitization

and

engagement, Capacity building,

Recommendation for IRB Post approval

5.9. Ethical Considerations

Ethical clearance was secured from Addis Ababa University's, School of Public Health. Permission
to conduct the research or an approval letter has been obtained from the three institutions. Before
initiating data collection, the participants were clearly informed of the study's purpose and their right
to refuse to participate and to withdraw at any time and a written informed consent was obtained from
each participant. The interviewer and transcriber/translator signed a non-disclosure agreement to
ensure that all confidential information shared during the interview would be kept secure. In order to
preserve the confidentiality and dignity of the participants, interviews were conducted in a separate,
well-lit, and appropriate room. Participant confidentiality was maintained by instructing participants
not to mention their names while audio recording the interviews. Also, participants’ names and other

identifying information were de-identified from the transcripts.

5.10. Dissemination of Findings

The results of this study will be made available on the Addis Ababa University website, Institutional
Repository, for all parties who are concerned with this topic, including policymakers, academicians,
and future research ethics students at Addis Ababa University, Johns Hopkins University, and other
universities and colleges in Ethiopia. The results will also be published in reputable local or

international journals.
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6. Findings

6.1.  Study Participants Characteristics

Table 1 shows the socio-demographic data of the study participants. Out of the participants, three

were female. The age of the participants ranged from 30 to 65 years, with a mean age of 43 years.

Their experience in biomedical research varied from 4 years to over 30 years. The participants

specialized in various areas, with the majority being medical microbiologists (56%), while others had

expertise in pharmacology, immunology, virology, and public health. Additionally, the participants

held different roles in the ongoing research project, including Field Coordinator, Principal

Investigator, and Co-investigator.

Table 2: Socio-Demographic Data of Study Participants

Code Sex Age Background Years of Position (Role)
experience
P1 Male 38 Genomic Epidemiologist 15 Program lead
R1 Male 30 Public Health 5 Project Field Coordinator
R2 Male 37 Virologist 14 Team Leader
R3 Female 56 Immunologist 23 P.L
R4 Male 59 Medical Microbiologist 20 Co-P.I, P.L
RS Male 46 Pharmacologist >8 P.I. /Investigator
R6 Male 51 Immunologist 21 P.I., Co-Investigator
R7 Male i i i
37 Dlagnostlg and'Pubhc Health 7 Coordinator
microbiology
RS Male 40 Researcher/Genomics 4 Research Coordinator
R9 Male 45 Medical Microbiologist >10 P.I., Co-P.L
L3l Female ¢ Biomedical Scientist 30 P.I & Co-P.L.
RI1 Male 54 Infection Biologist 20 P.I, Supervisor
R12 Male ¢4 Medical Microbiology >30 PL
R13 Male 40 Medical Microbiology 14 Co-P.I.
R14 Female 32 Medical Laboratory Science 6 [ BT
&Management
R15 Male 43 Medical Microbiology 14 P.L

Key:
P.I. — Principal Investigator

Co-P. I - Co- Principal Investigator
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6.2. Perspectives and Experiences of Researchers

Eight major themes have been identified in this study: types of informed consent used, views
regarding informed consent, participants’ comprehension, building trust, the good side of informed

consent, drawbacks of the consent form, challenges faced, and recommendations.
6.3. Types of Informed Consent Employed

Respondents reported utilizing several types of consent models, including broad, specific, tiered, and
blanket consent. However, most of the respondents stated that they mainly use broad consent or
specific consent with the option for ethics committees to waive the need for re-consent. In cases
where consent cannot be obtained for biobank-related research, the research ethics committee will
review the study's goal, potential risks, and benefits on behalf of the participants and may grant an
ethics waiver. As it has been stated by the responders, the choice of consent model depends on the

type of research project, and one type of consent model is not strictly used.

When responders stated that they use a broad consent model, they described it in different ways.
Majority of them gave a description about the consent type by outlining the key components of the
informed consent form and noted that it includes permission for potential future studies using the
collected samples. Additionally, some respondents expressed uncertainty about categorizing their
consent approach as "broad consent," noting its similarity to the concept without fully embracing the
label. This might be because they are not familiar with or do not clearly distinguish between the

names of different types of informed consent models used in genetics and biobanking studies.

“The informed consent form that we typically use is for a specific research study, but it also covers
any future studies related to the primary research. For instance, while the main focus of the study
may be on HIV, the consent form will clearly state that the samples may also be used for research

related to other infectious diseases.” RS

One researcher mentioned that blanket consent was used in a study he was involved in. He stressed
out that using a blanket consent for biobank research is problematic, as it can pose different ethical

concerns regarding the use of participants' donated samples for future studies that they did not
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explicitly agree to. The researcher strongly recommended discontinuing the use of this particular

consent model for studies based on biorepositories.

6.4.
6.4.1.

“... and at least for some years, it would be better to refrain from using blanket consent
until the time we build a system that will ensure us that things will be ok. But for now, I tend
to recommend stopping using a blanket consent form at this stage” (R11)

Researcher’s perspectives

Views on the informed consent process: Two respondents have argued that providing
sufficient information is not a one-time process. They believe that the consent process cannot
guarantee that a study participant's (sample donor’s) decision is based on adequate
comprehension, as too much information is provided to them at once. Participants require
sufficient time to fully understand about the information provided to them. The medical
terminologies and study procedures are new to them, and it can be overwhelming to process
all at once. Participants also require sufficient amount of time to make a decision whether or
not to participate in the study, they may also need to consult with their family members before
providing consent. However, as it has been described by respondents, fearing that potential
participants or patients will not come back, research staff frequently press for agreement to
boost sample size. It is challenging for patients to return and provide information about their
decision because of physical impediments in places like Addis Ababa, as well as in the rural
areas. Given that researchers sometimes try to finish the consent procedure in a single day,

this presents questions.

“What is the research and so on are the standards that a person needs to know. But we are not sure

whether they will describe it to them to that level, they probably do but there are many obstacles in

the middle. For example, they can’t give the paper for a potential participant and tell him to read

and come tomorrow because he probably came from far so in order not to lose that participant,

they just tell him what the research is and the benefits he will get even if it is not much.” (R4)

Respondents have emphasized that in order to ensure the autonomy of participants is respected, it is

crucial to focus not only on the information sheet, but also on the quality of the informed consent

process (delivery). This indicates that even if the informed consent document is well-written and

includes all necessary details, equal effort should be placed on the process of delivering the
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information. Without clear and comprehensible information about the study being provided during
the informed consent process, it would be impossible to determine if potential participants truly

understood the study and agreed to participate based on full comprehension.

“The unique thing about informed consent is that it is not only a written document but also a
process. Sometimes the consent form could be prepared perfectly; one reading it could find it very

well written. But what is important is also the process.” (R3)

6.4.2. Views on the consent form: Respondents have pointed out the lack of a standardized
template for preparing informed consent specific to biorepository-based studies. They
elaborated on this by providing specific examples from their experiences working in
developed countries. In these countries, they observed the presence of established guidelines
and protocols for informed consent, which included specific templates. These templates were
designed to ensure that the information provided to participants was clear and consistent. It
has also been noted that researchers face challenges in translating words into the local
language. Some words may be lost in translation and might be misunderstood by study
participants. When scientific or medical terms are translated into local language, the meaning

may not be accurate and can be misinterpreted.

“But there is a problem on preparing a proper template for an informed consent used for biobanks,

both by the institution and by the individual... most of the time, we don't have a template.” (R1)

Five of the respondents described that they do not prefer using a blanket consent because it does not
respect the participant’s autonomy in a way that it does not provide adequate information about future

uses and may not allow for informed decision-making.

“In my personal opinion, I don't believe that using blanket consent is a good practice. Because it is
like saying do whatever you like with the stored sample. This will create many ethical issues. Broad

consent should instead be used. Broad consent with good governance system.” (R3)

6.4.3. Participant’s (sample donors) comprehension

There is no guarantee of their understanding: According to the feedback received from
respondents, it has been stated that despite providing adequate information on the information sheet,
it is still challenging to ensure that potential participants have fully understood the details of the study.

This implies that even though the information provided is written and presented in a clear manner, it
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may not be enough to convey a complete understanding of the subject matter. There are certain
concepts, such as data storage on the cloud, that participants may find vague and challenging to grasp.
This highlights the complexity of ensuring participants' full comprehension of the study details.
Researchers conducting studies with unique or complex technical aspects may need to test

participants' comprehension to ensure they fully understand the information being presented.

6.4.4. Reasons for poor comprehension

Lack of scientific knowledge: Researchers mentioned various reasons when asked about the reasons
for the sample donor’s poor understanding. One of them is the lack of scientific knowledge and
knowledge about genetics studies. This could be due to limited access to educational resources and
information on genetic research, especially in low-income countries. Comprehending the information
provided on the consent process is not only a challenge for the layperson but also for those who are
well-educated since those people do not have a background in the biomedical field or that subject

matter.

“And in our country like I mentioned, the educated and uneducated, people have limited knowledge

especially about studies related to genetics or epigenetics, due to this we are backwards in many

things.” (R6)

Information overload: The matter of providing too much information for the sample donors or
patients is one of the reasons for poor comprehension, as said by one of the respondents. This
implicates that participants can find it difficult to grasp the necessary message if too many
information is delivered to them at once. Enough time is required for conveying that information in

a way they can adequately comprehend.

“...Participants may be provided too much information at once limiting comprehension and

consent might not be fully informed.” (R7)

Misconceptions: One of the concerning reasons for poor comprehension among sample donors is
misunderstandings of the purpose of the research. They often mistake the study for a clinical
examination or free treatment, although it is not. Additionally, there are instances where donors may

harbor the belief that their blood sample will be utilized for ritualistic or other traditional purposes.
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“From what ['ve seen so far, the main issues they face are misconceptions, such as therapeutic
misconception, thinking the sample is going to be used for other purposes. Or that they are going to

get diagnosed, or when we bring documents assuming we came to do charity work.” (R4)

6.4.5. Perspectives on Building Trust

Researchers had different views when asked about establishing trust between the researcher and the
participant.

Community engagement is crucial: One of the respondents highlighted the significance of actively
involving the community in research endeavors to foster trust. She emphasized the need to engage
community representatives and administrative bodies throughout every stage of the research project,
including before, during, and after, to ensure ongoing feedback and input from the community, thus

strengthening the relationship between researchers and community members.

“...Community engagement is a must, before starting any work or conducting the research. Before
getting to meet an individual, when you enter that community as a group, they will ask who we are?

Why are we here? So we have to make sure the whole community is aware.” (R10)

Trust is based on providing full information: trust depends on the ability to provide adequate
information about the purpose, the nature, as well as the potential benefits and risks that could occur
in participating in the study. It has been emphasized that there needs to be an open communication
and transparency about how the participants' data will be used, ensuring that their information will
be kept secure and only used for the intended research purposes. Providing clear and understandable
information to the participants is also important in building trust and ensuring that they feel

comfortable and confident in their decision to participate.

“The informed consent process should base itself on trust established through the communication
and delivery of adequate, correct, and appropriate information to participants without withholding

“negative” content, or de-emphasizing risks or potentially harmful consequences.” (R7)

Building trust is not a one-time process: Building trust cannot be achieved in a single instance or
encounter. It requires time and association. The process of gaining informed consent can be
complicated or negatively impacted by the fact that trust cannot be established in one meeting. This

can be understood from the extract cited next:
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“I think... as I said, if the investigator is meeting a study participant for the first time, there is no
way you can build trust immediately. They don’t know you, you don’t know them and so on, ok. So

that is what makes it problematic.” (R11)

6.4.6. Ways to build trust: respondents provided various approaches to establish trust between the
investigator and sample donors. These are: Seeking informed consent through a known person
and a known location by the community, conducting the consent process in an appropriate
manner, creating awareness through community engagement, sharing of results and benefits,
as well as informing participants about IRB oversight. Respondents have also mentioned that

the institution's reputation has an impact on building trust.

A known person and location: One way to establish trust with potential donors is by seeking their
consent in a familiar or formal setting, such as a health center. It is also helpful to have someone they
know well and trust seek consent from them. This can help alleviate any concerns or fears they may

have about participating in the study.

“From experience when I was working, instead of stopping them in the street and asking them, they
prefer it when it is in a health center or other known place... And on top of that having a person

known by the community, like a Kebele administration. Otherwise, they will be suspicious of you.”

(R4)

Informing participants about IRB oversight: When individuals donate their samples to be stored
and used for future research, it is important to inform them about the measures taken to protect their
data and samples. This can help build trust between the donor and the investigator. One way to do
this is by informing them that other bodies, such as the ethics committee, will protect their stored
samples and data and that these bodies will review and ensure any future studies comply with ethical
standards and guidelines before they are given approval. This way, donors can rest assured that their

sample is being handled ethically and responsibly.

“The sample donors will be informed of the storage of samples for future research, the usage of
those samples for other studies, and the fact that ethics committees will review those studies. As a
research participant one will think that, ok, my samples are collected and stored, I might not be

here after a year and they may not be able to contact me for a re-consent. However, other
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individuals will review the studies for which my samples will be used. So, in this way, trust will be

built.” (R3)

6.4.7. The good side of the informed consent

Detail Information is provided: researchers were asked about the strength or the good side of the
informed consent approach they have used for biorepository-based studies and six of them described
that the informed sheet provides all necessary information and clearly state what it entails.
Participants (sample donors) were given adequate information, including the study's benefits,
possible harms, and the benefits it brings to them and the community as a whole. Additionally, the

consent form uses explicit terms to define future research purposes.

Options are given: Two of the researchers that mentioned that they use tiered consent explained that
this approach offers benefits as individuals are given the opportunity to choose whether they want
their samples to be used for other studies or not and that they can decide whether or not they want

their samples to be preserved for a long time.

“The ones that I say are the positive aspects include the fact it provides full rights, including the
option to consent for the sample to be used for future studies and the opportunity to have samples

preserved long-term. These options make the process somewhat beneficial.” (R10)

Strength of Broad consent: One of the researchers explained that broad consent has its advantages
as it allows researchers to conduct their studies without the requirement to re-consent, making studies
more efficient and cost-effective. As well as it respects participant autonomy by giving them the
choice to opt-out, ensuring their rights and interests are protected while still enabling researchers to

conduct their investigations in a timely and efficient manner.

“The main strength is flexibility to researchers without the need for additional consent. It
maximizes use of resources, shortens time avoiding delays on consent seeking. It facilitates
scientific investigations at lower cost and promotes innovation with existing resources. Participant

autonomy is respected where there is an option to opt-out.” (R7)
6.4.8. Drawback of the consent form
Limitations of the informed consent
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No standardized consent: One of the respondents, who has experience on an ethics review
committee, stated that the types of informed consent models for biorepository-based studies had not
been specifically named, such as “Tiered consent,” “Broad consent,” “Blanket consent,” and so on.
The respondent went on to emphasize the importance of establishing a standardized consent model
that can be used across all biorepository-based studies. The absence of a standardized consent model
in Ethiopia may be the reason why most researchers in the study were unsure about categorizing the
consent approach as broad, tiered, or blanket. Instead, they provided different descriptions of the

informed consent model being used.

“One of the big challenges as individuals and as an institution is we couldn't categorize the consent
and name it saying this one is this and that one is that... the thing I see as a limitation is that
different projects use different types of formats. It is not the same. But of course, it should not be

one size fits all. But it would be great if there was a standard format.” (R1)

No reference for terminologies: The lack of reference or framework for terminologies has also been
mentioned as one of the limitations of the current informed consents being used. In the process of
drafting the consent form, the researchers often rely on Google Translate or ask someone who is
proficient in the Amharic language for assistance. They also seek out the services of language
translators to ensure that the terminologies used are accurate. However, the absence of support for
terminologies is a significant limitation in this process.
Poor description about withdrawal: Most of the respondents (twelve) perceived that the
information sheet provides a detail information about the conditions of withdrawal options. For
example:
“Yes, from what is written, it is one of the clearly and boldly written ones on the consent
form. I mean at any stage, especially these kinds of things have a risk on longitudinal

studies.” (R2)

However, two of the researcher’s responses disagrees with most of the researchers’ views. The
researcher explained that the information sheet lacks a clear and detail description about the

withdrawal options like, when they can and cannot withdraw from the study:

“So, if a participant wants to withdraw, he should be able to do that. But most of the time the

consents we use does not give detailed description about the withdrawal. It just mentions like this
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this and this. It is written in a similar way as others. This is a gap that we should take a look at.

Each study can have unique features in it.” (R3)

Drawbacks of broad consent: While most researchers stated that they usually use broad consent
and supports its usage for biorepository- based research, they have also, at the same time, recognized
the constraints and short comings associated with this consent model. A respondent who has good
knowledge about the different types of consent models clearly explained that:

“dAs for broad consent model, it does not provide participants with adequate information about
what specific projects might do with the specimens in the future. It assumes but does not guarantee

that the consent obtained is really “informed” as projects are unspecified.” (R7)

Lack of informed consent for sample storage from clinical visits: Patients’ left over samples like
biopsies and blood that has been taken from routine clinical examinations and treatments are usually
stored, this is a common practice. However, the practice of seeking written consent from those
patients for the purpose of storing their leftover samples is not common. This later can cause ethical
issues when those stored samples are needed for research use. Three of the responders have also
mentioned the lack of a specific informed consent model that can be used for storing leftover

specimens from routine clinical practices.

“Pathology specimens are kept as paraffin blocks and stored indefinitely. If someone later wishes
to use them for research, the issue arises because patients did not provide consent for the usage.
This lack of consent is due to routine storage practices not being supported by established policies

and procedures.” (R11)

One of the respondents, who has also been a member of research ethics committee stated that they
have encountered a situation where it was difficult to make a decision on whether to approve or not
for a study protocol that wanted to use the stored leftover samples, and the fact that this study was

stuck for years without getting a decision from them (the ethics committee).
Limitations related to governance and guideline

Lack of guideline for biorepository-based studies: The findings of this study have shown that there
are no guidelines prepared by the research institutions specific to the storage of human biospecimens

either from clinical practices or for research purposes, a guideline that instructs on how the informed
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consent approach should be, how incidental findings should be managed, and how stored samples

and data should be governed.

“In the IRB we have prepared a consent form format, just to provide support, even though it is not
a standardized one, we have prepared it taking into account what one consent form should have in
it. It is just a guide. But, the fact that there is no guiding document for informed consent

particularly for biorepositories can be considered as a limitation.” (R1)

Lack of monitoring and regulation: Three of the respondents pointed out that after the approval
and commencement of studies, there is weak regulatory practice and oversight in terms of the
management of stored samples and data, and whether they are being used in accordance with

participants’ choices.

“But once it is approved, as I have seen, there’s no one who even checks how it is going. It requires
a renewal every year until the project is finished. But even on national level I don’t see any effort to

improve future projects by checking how the current one is going.” (R4)

According to one researcher, there is currently no guidance available on how to obtain informed
consent for using samples from a deceased person. This lack of guidance could raise ethical concerns
regarding respect for the deceased individual's autonomy and privacy. Another researcher has pointed
out that there is a lack of proper guidance and support for the withdrawal process. He also stated that
this may lead to participants not having the opportunity to withdraw due to logistic barriers and the

absence of a proper withdrawal procedure.

Lack of continuous communication: One of the researchers pointed out another limitation of the
informed consent approach, which is the absence of active and continuous communication between
the investigator and sample donors. It is crucial for sample donors to receive updates and new study
information, which can only be achieved through continued interaction. The researcher also
mentioned that one reason for this could be the limited access and opportunities for online

communication.

“The standard consent model does not allow for continued interaction with participants in the
study, to receive updates or new information... limited possibilities for or inexperience with online

communication for maintaining contact with investigators.” (R7)
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6.5. Challenges faced
6.5.1. Communication challenge: Almost all researchers mentioned that they usually experience
challenges communicating with sample donors during the informed consent process. The

communication gap may be caused by various reasons as pointed out by the researchers.

Reasons for communication gap

1. The word genetics is sensitive- Six of the researchers who have worked on human genetics
or genomics studies have explained that when the term "genomics" is mentioned, some
individuals may associate it with the idea of their identity being revealed through the submission
of their genetic samples. Words such as "DNA" and "Zeremel" (meaning genes in Amharic) may
sound intimidating and can elicit fear and uncertainty in an Ethiopian context, where they may

misinterpret it as revealing their ethnicity and associated discrimination.

“Well even now people don’t know much about what genomics is. So, when you say genomics what

comes up in their head is that if they give their samples we will know about their identity.” (R4)

A project field coordinator, who seems to have a better understanding of the issue on the ground had

said:

“«

rom my view, the full informed consent or information sheet, [ don’t believe they understand it
fully. Because, first, the terminology used or the word “‘genomics” ... telling the exact word or term

causes big fear and other emotions.” (R15)

Imperfection during informed consent delivery: Regarding the imperfection during information
delivery, responders explained that during the informed consent process, the way investigators or
data collectors deliver the information to study participants can be one cause for communication gap.
Data collectors or investigators may rush through the consent process to recruit an adequate number
of participants. Additionally, they may not be given enough time to think about it, discuss it with
their families, and make a decision, as there is a fear of losing potential participants. Health
professionals’ approach or the manner in which they seek consent can also have a significant impact
on the patient's level of comfort, they can feel uneasy to provide consent if the investigator or data
collector exhibits aggressive or unique facial expressions. Therefore, it is crucial to consider the
patient's comfort and well-being during the implementation process to ensure that the consent is

obtained in a respectful and empathetic manner.
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“For me, I believe that the consent sheet is better, the problem is with the delivery....as we have
raised in the beginning, not being properly informed during the informed consent process can
cause serious effects on some people. Things like reimbursement, direct benefits, if they don’t

properly understand those things from the beginning, during sample collection, they will ask you
about those things as new.” (R1)

To address this issue, responders have indicated that they provide ongoing training and support to
healthcare professionals (data collectors), allowing them to refine their approach and ensure that their

actions are aligned with the best interests of the potential participants.

“We give training for individuals who seek informed consent ... or for the data collectors. How they

are supposed to provide information, in what way they have to explain to people.” (R15)

2. Complexity of the study and Emerging field: Based on the research findings, two-third of the
responders contend that genetic or genomics studies are still in their infancy in Ethiopia. These
studies are inherently complex, involving multifaceted procedures and medical terminologies that

may pose a challenge for the layperson to comprehend.
A genomic researcher expresses his thoughts as follows:

“Another challenge is the complexity of genomic studies; uncertainty of what consequences might

follow from mining genomic data and lack of institutional experience.” (R7)

3. Traditional and religious beliefs: In Ethiopia, it is a common belief among many communities,
particularly those residing in rural areas, that the specimens they donate are likely to be utilized
for nefarious intents. This perception is deeply ingrained in the cultural fabric of these
communities and is a significant barrier for medical research and science in the region. The lack
of trust and fear of exploitation have resulted in a reluctance to participate in various clinical

studies.

Five of the respondents have a similar view on this issue, one of them stated:

“Umm the other is information sheet ... with the participants... the other challenge is many times
people relate it to religious view, they relate it to some conspiracy theory so many times they will

not be willing to donate their DNA sample.” (R14)
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One of the researchers gave a recommendation that participants should be reassured that the study is
purely scientific and aims to gather data for research purposes. Emphasizing the potential positive
outcomes of their participation may help alleviate any concerns about religious or cultural

implications.

“Religion is also associated with it, so it should be made clear that it is not related to religion, it is

not related to beliefs, it is not related to culture, but that it has benefits for them.” (R5)

6.5.2. Comprehension challenge: Almost all researchers explained, whenever they provide
information during the consent process, one of the common challenges is lack of
comprehension by the potential participants. Especially in genetics or genomics studies, many
of the participants do not understand what is explained to them. One reason for this is, the

education level of majority of individuals.

“Yes, there are some words they cannot comprehend for example the word DNA the society that
understands this word is not many. It is not many, so looking for a direct Amharic translation
and explaining to them is very difficult so one ... yes of course, it’s written but how many people

accept after comprehending or after understanding it is hard to know.” (R14)

One of the respondents explained that participants have difficulty comprehending the study
information because of the difficult terminologies that could notbe fully translated into local
languages. She also emphasized that the gap is not only from the participants' side but also from

information providers.

“So, when the participant came and reads or is read to him the information sheet, does he
understand it to the level intended is put to question, especially in genetics study. First, the
terminologies are hard to translate into a simple Amharic word. Not only to Amharic, but also to

any local language. It is hard to translate those terminologies, they are also hard to explain.” (R10)

6.5.3. Challenges unrelated to informed consent: When asked about the challenges they had
faced while obtaining informed consent, the investigators described some challenges
that are not directly related to the consent process, but some of the mentioned problems were

found to be important. Some of them are; challenges related to drawing blood, participants
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asking for immediate results, lack of capacity to oversee shared samples, and loss of follow-

up.

Participants ask for result: Investigators often encounter difficulties when sample donors or
patients demand immediate results. According to the Ethiopian research ethics guidelines, study
protocols and investigators must communicate to participants about the return of incidental findings
or clinically useful results, including when and by whom this information will be provided.
Investigators are also responsible for ensuring that participants fully understand this concept(5).
However, in the Ethiopian context, participants may assume that collecting blood or other samples is
for diagnostic purposes, and they expect immediate results. Although they have consented to their
samples being used for research, they still anticipate receiving results. This indicates either a lack of
clear information about the fact that results are not expected immediately, or that they have not fully

understood the information provided to them.

“And some of them complain that you don't tell us the results after taking the sample. You see, on
some of the research, for instance if we are testing for HIV, we will tell them the results and link

them. But in the case of genomics, it is not possible to inform them the results immediately.” (R5)

Drawing blood challenge: Five of the researchers mentioned that they usually encounter challenges
when collecting blood samples from study participants. Many people are hesitant to provide blood
samples, and there have been instances where participants refuse to provide additional samples after
initially agreeing to do so. However, this is not seen as an ethical issue. In follow-up studies,
participants may not show up for subsequent visits after seeing blood being drawn during the first

visit. Obtaining blood samples is a significant challenge.

“As I have mentioned, for sample storage sometimes.... Well, in our country, what challenges us is
the thing related to blood. People don't like to give blood samples. That is an issue in Ethiopia.
When they are told that the blood samples will be stored and kept for long, usually
misunderstanding happens.” (R3)

Lack of capacity to monitor shared samples: One of the respondents explained the challenges that
arise in the handling and exchange of specimens with other countries. The Ethiopian research
guidelines outline the requirements for the Material Transfer Agreement (MTA), including the host

country's right to access and receive updates on shared samples, as well as the sharing of benefits.
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However, there is a lack of capacity to effectively follow up and track their use(5). Once specimens
are exchanged, the local country loses control over them. This raises concerns about the misuse of
specimens. He also stated that institutions have a responsibility to safeguard and protect the
specimens, but there is no follow-up on the use of specimens after they have been exchanged due to

incapability to oversee shared sample.

“Perhaps one problem I can mention here is in relation to exchanging specimens with
collaborators within the country and also outside. Of course, when specimens are stored and
exchanged there is the governing procedure, there is material transfer agreement and so on. But
once it is gone somewhere else you have no more control. On the other end there is a problem of

follow up, and we have no capacity to follow. So, that is a bit problematic.” (R11)

6.7.Recommendations

Consent recommendations: areas of improvements proposed by the researchers specific to the
informed consent approach were developing a standardized model for informed consents that will be
used for genetics and biorepository-based studies, using comprehensible words and terminologies on

the information sheet as well as while explaining to participants during consent process.

“There should be a standardized consent model. Even the words, words that patients can easily
comprehend should be evaluated and selected. The consent document can be flexible, in a sense
that the PI can write his research title, purpose, and other information related to his research

project, but the words used should be the standardized ones.” (R1)

One of the respondents proposes conducting research and analysis on how informed consent is
obtained, communicated, and documented in different communities and among various stakeholders.
By doing so, researchers can identify the strengths and weaknesses of current consent models and
develop strategies to improve them. It is also recommended to conduct context-specific studies to

determine what type of consent model would work best for different studies.

Governance and Policy: Respondents emphasized the need for institutions to engage in the
development of policies and guidelines that guide biobanking practices to ensure accountability and
also promote ethical practices in research. Governance system is essential for biobanking as it can
help manage the limitations of the informed consent approach being utilized and ensure that stored
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samples and data are appropriately managed and that ethical issues are addressed. One researcher

expresses his concern by saying:

“But my main concern is with the institutions, they really have to engage with this issue and
develop policy, to help the researchers and also the IRBs to perform properly. So, without a policy
in place it becomes problematic, because nobody is accountable for that. Particularly now that we

don 't have any laws governing research, there is no research act. Anything that goes wrong, you
know, nobody will be accounted for. So, each institution needs to develop its own policy, especially

for biobanking.” (R11)

Community sensitization and engagement: When considering conducting a study, the
respondents suggested that researchers must provide clear and sufficient information to the
community and community representatives before initiating and recruiting participants. Creating
awareness about the study should not only be done during the study but also before it, to ensure that
participants have an adequate understanding of the research. They also explained that without
proper awareness and information, misunderstandings and ethical issues could arise, and it may be
difficult to ensure that participants are willing and fully understand the study. Raising awareness
and educating the community about research is crucial to ensure that participants have an informed

decision about their participation in studies.

“...1 think it's crucial to increase awareness about research within the community. Specifically, we
should concentrate on raising awareness about genetic studies within the entire community,

reaching both educated and uneducated individuals.” (R6)
Another researcher shared his views about engaging the community by saying:

“...Itis also a good idea to involve the community in the drafting of informed consent, to ensure

they fully understand and to avoid any potential issues.” (R13)

Other recommendations suggested by some respondents are capacity building for researchers,
providing training and support to enhance the capabilities of researchers and data collectors to
effectively communicate the necessary information to sample donors clearly and concisely, and
providing capacity building for research ethics committees so that they can scrutinize research

proposals effectively and evaluate the ethical implications of the research.
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7.Discussion

The study revealed that various types of informed consent are utilized in biorepository-based studies
in Ethiopia, including broad consent, specific consent, tiered consent, and blanket consent. However,
using broad consent, employing other consent models. The research found that the informed consent
approach used by researchers provides detailed information to participants, including the study's
purpose, potential benefits, possible risks, and overall societal impact. However, researchers have
highlighted concerns about the informed consent process, such as the challenge of providing
sufficient information to participants in a way they can understand and ensuring participants'
comprehension. There are also concerns about the quality of the informed consent delivery process
and the potential for participants not to return due to physical barriers or time constraints.
Furthermore, the study discovered the lack of a standardized template for informed consent and the

challenges in translating consent documents into local languages.

The study findings indicate that broad consent is used by majority of the institutions, broad consent
is a comprehensive and flexible type of consent that allows participants to provide consent for a wide
range of future research uses of their specimens and data(55). The latest edition of the Ethiopian
national research ethics guideline, the H3Africa program, and the ethical rules of most African
countries support the use of a broad consent approach(43). Due to the difficulty and impracticability
of re-contacting each participant for re-permission, the majority of researchers and other stakeholders
in biobank research, both in high-income and low-income countries, preferred the use of broad
consent (8,30). Respondents on this study also stated that broad consent gave them the flexibility to
conduct further studies without the need for additional consent; however, it is important to strike a
balance between the flexibility provided by broad consent and the need to respect participant
autonomy and protect their rights. Researchers and institutions should carefully consider the
implications and requirements of implementing broad consent in biorepositories, taking into account

respect for autonomy, maintaining confidentiality, building trust, and active communication (28).

This study found out that most informed consent documents used by researchers provide all necessary
information, and also gives study participants options to choose what happens in the future; these two
findings are very important dimension in quality of consent form. The informed consent document
should provide participants with adequate and comprehensive information about the purpose of the
research, how their samples will be used, and any potential risks or benefits associated with
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participation. This includes information on issues such as data sharing, potential identifiability,

privacy protections, and the possibility of incidental findings (55).

The findings regarding the challenges of ensuring that study participants understand the terms used
in the informed consent process, as demonstrated in this study, are consistent with several other
studies such as; a comprehensive systematic review study done on informed consent comprehension
in African research settings showed that, comprehension of key concepts of informed consent is poor
among study participants across Africa (56); a systematic review study done on Participants’
Understanding of Informed Consent for Biobanking which also indicated that elements of informed

consent unique to biobanking were poorly understood (12).

It is crucial to ensure that participants comprehend the information provided. Researchers or
biorepository staff may use various methods to assess participants' understanding, such as asking
questions, or providing additional resources for clarification(57). A study conducted on 60 Clinical
and Translational Science Award (CTSA) hubs to better understand the strategies and challenges
encountered in biobanking consent process revealed a major shift in biorepository model, specimen-
acquisition and consent process from a combination of investigator-initiated and institutional
protocols to an enterprise-serving strategy. CTSA hubs were well equipped to leverage established
capacities and expertise to rapidly respond to the scientific needs through support of institutional

approaches in biorepository management (58).

Although respondents of this study have stressed their concerns for participants poor comprehension,
it has been identified that respondents had never experienced an instance where potential participants
denied consenting to participate in a study or have withdrawn from a study. In contrast to this finding,
in a systematic review done on willingness to participate in biomedical research, lack of knowledge
and poor comprehension were one of the main barriers for not participating(59). This divergence
between our finding and previous studies could be because people in Ethiopia consents to participate
in a study not because they fully understand about the study, but due to the fact that they trust the

researchers and the research institute.

Building trust was found to be easier in Ethiopia, according to most of the respondents in this study,

however it needs to be maintained and strengthened. One effective method of gaining the trust of
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study participants, as mentioned by respondents in this study, is to approach them through a respected
member of the community and in familiar locations, such as health centers. This approach was
supported by a study conducted in the Wolaita zone, Ethiopia, were researchers and field workers
recommended engaging potential participants for a genetic study through a well-known and respected

local intermediary (18).

Lack of standardized consent form specifically for genetics and biobanking was the other challenge
revealed. This may be attributed to the newness of biobanking practices in Ethiopia and the early
stage of genetics or genomics studies in the country. Another key issue uncovered in this study is the
lack of informed consent for storing leftover samples from routine clinical practices, highlighting the
need for further investigation. Future studies should explore the potential ethical implications of
storing leftover samples without proper consent and explore alternative methods for obtaining

informed consent in clinical settings.

Similar with the recommendations provided by responders on this study, some of the ways to address
comprehension challenges are using plain language, providing adequate time for participants to
understand and consider their decisions, addressing cultural and linguistic barriers by providing well
translated consent forms and employing trained interpreters (60,61). Raising awareness and educating
the community about research is also crucial to ensure that participants provide valid consent for their

participation in studies, based on full comprehension(60,62).

The strength of this qualitive study lies in the gradual selection of study participants based on the
intensity of their experience. This method was employed to optimize the quality and richness of the
data collected, ensuring a comprehensive and detailed representation of the participants' perspectives
and experiences. Limitations of the study is, given that this is the first qualitative study that aimed to
explore perspectives of researchers in three different research institutions, a wide range of concerns
and crucial information was raised in this study, which requires a study of its own. However, we only
addressed issues directly related to the primary research question. This could be considered as the

limitation of this study. Future studies could delve deeper into specific topics raised in this research.
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8. Conclusion

The findings of this study provide valuable insights into the perspectives and experiences of
researchers regarding informed consent for biorepository-based studies in Ethiopia. While
researchers acknowledged that most informed consent papers provide all necessary information and
give participants options for future use, they also expressed concerns about whether participants fully
understand and make decisions based on complete comprehension. Additionally, the study sheds
light on the limitations of existing consent models, including the absence of standardized approaches
and challenges in terminology translation. Addressing these limitations is crucial for ensuring the
ethical conduct of biorepository-based studies in Ethiopia. Moving forward, it is imperative for
stakeholders in biorepository-based research to take into account the perspectives delineated in this
study and work towards refining the informed consent practices in Ethiopia to align with ethical and
participant-centric standards. Future studies should aim to explore IRB’s perspectives regarding
informed consents and their experiences in reviewing protocols for genetics/genomics and

biorepository-based studies in Ethiopia.
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10. Annexes

Annex 1: Information Sheet and Consent Form (English Version)
Information Sheet

Introduction

Greetings, my name is Siham Mohammed, and I am a graduate student enrolled in the Johns Hopkins
University- Addis Ababa University Research Ethics Training Program (JHU- AAU RETP). I am
conducting research entitled “Exploring the Views and Experiences of Researchers regarding
Informed Consent for Biorepositories in Ethiopia: A Qualitative Study.” to partially fulfill the degree
of Masters of Public Health in Health Research Ethics. You are kindly invited to participate in this
study.

Purpose of the Research

The type of informed consent that can be considered ethically acceptable for genomic and biobank
related research is a topic that has sparked much controversy and debate. Studies have shown that
stakeholders in genetic/genomic and biobank research have different views and opinions about
informed consent. Understanding the views and experiences of researchers, research ethics
committees, and sample donors toward informed consent in biobank research is essential to
developing evidence-based policy and guidelines that consider stakeholders' opinionsin genomic
and biobank research in Ethiopia. The purpose of this study is to explore the views and experiences
of researchers with respect to informed consent for biorepositories in Ethiopia.

Participant Selection

You are invited to participate in this study because of your experience in genetic/genomic and other
biomedical research that involves collecting and storing human biological samples. And because of

your affiliation with one of the institutes I have considered as my potential study setting.

Study Procedure

Face-to-face and virtual in-depth interviews will be used to conduct the study. It will take placeat
the participant's office or a convenient location of choice. It is likely to take around 30 to 50 minutes
to complete the interview. The interview will be audio-recorded. After the research is over, audio
recordings will be deleted. Your name or other personal identifying information will not be recorded

during the interview.
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Confidentiality

The information recorded will be kept confidential by assigning codes, and no personal identifier
will be used to document them. The data will not be shared with or given to anyone except the
research team. The PI will keep interview transcriptions, audio records, and notes in a password-
secured file.

Risks and Benefits

There are no foreseeable risks that you will encounter by participating in this study, except for the
time spent in participating. The interview guide does not involve any sensitive or embarrassing
topics. You may decline to answer any questions that you find uncomfortable. And you do not have

to give any reason for not responding to the questions.

There will be no direct benefit to you for your participation in this study. However, this study's
findings will help policymakers develop evidence-based guidelines and regulations for consent
process and governance in biobank research.

Voluntary Participation

Your participation in this research is voluntary. It is your choice whether or not to take part in this
study. If you decide to participate in this study, you will be asked to sign a consent form. You can
change your mind and withdraw from participating anytime, even after signing the consent form.If
you decide not to participate or withdraw later in the study, there will be no consequences or loss of
benefits. If you decide to stop in the middle of the interview, we might ask your permissionto analyze
the recorded information. If you don’t want us to do so, we will not include the data, and it will be
deleted.

Contact Information

Investigator: Stham Mohammed Email: sihamty1998(@gmail.com Phone number:

+251913811501
Advisor: Dr. Ayele Belachew Email: kalayeleb@gmail.com Contact number: +251913306792

Addis Ababa University, College of Health Sciences Institutional Review Board (IRB):

Phone: +251 11896 1396  Email: chs.irb@aau.edu.et
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Consent Form

I have read and understand the provided information. I have had the opportunity to ask questions
about it, and any questions I have been asked have been answered satisfactorily. I understand that
my participation is voluntary and that I can withdraw at any time without giving a reason and

without cost. I voluntarily agree to take part in this study.

Participant's signature Date

Interviewer’s signature Date
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Annex 2: Information Sheet and Consent Form (Amharic Version)

pan/ 8 176

PG CON: NATELP ANPLTHELPT NADLE AL P+ARAL+ NIRIRYF N+APAN+
P+aDL. M/, PFT AL D AG AJRL AHAN

e, e

AATR, N9, ANAAL: “NATEE L ANPL7HTS DEIR ANPNTH NARLE 0+L174 PATPIR 1T IPL AT
N+aeAn+ e+aos.aPFY AN+PPF AT ATRE AN NTRA CON PTIN+CH PIRCISC TCERT ANA
1% 2U mTF PN LMm- NASN ANN RLNCA+ MT ALTN NAE PAIN+CAH A& TNAN LAH N 2AH
¢NCTF AEAN HC& NARARC AL PIRFTT +a9¢ N AYID aRYaRe jm-: NHU DG+ AL A1&TA+4
NTUtHs AMLPAU::

PHU 5T AAT

NARLE AL P+aRAL+ PATRIRYF Adgd) N NENTH MG @AM A ANdNZ AT NNE hUF +8L2PF
O-NHD AT8. 10T A12T PART hNPNTA JC P+I19F PIRCIRC NALCA ANAT NARZE AL
P+aAL+ NIPIRTF AL PHAPLR ATPANNST AT ANTPPFT AAF®-: ANPNTA MGG gRLIRC
NaoZE AL P+aPAZ+ NIRIRYF AL PFO™G AJRTYE +OPLMRLPTFY AT PIRCIRC P JRoINC
NPTy AADANNT AT AGRE AB/8F NAFERP PNENTN MET NALCA ANATY ATPANNT: AT
ANEPeF Phtt NMNCE AL P+IRALE 7ANPTT AT ORARLPPFY ATRHIEF MAT jM-: PHU
MGF PITM AATY PHARLALPTY NADLE AL P+APW/+ PATRIRYF hdlA) TRLATY NATP 4P
AL NNEL7THEL AR PATDY +IPAC AT ITHN ATINN AT ATDZ8T f@-::

PHYFLPTF RORL LD

NHU DT+ o-nn ATETA+E/4 P+ m-Nt 9°h70+ NErth AT ESLMAh A8 U9° NAAT
NPm8NnA HCE AL PAPT NPABNA §0GPFY aANAN AT TINTDFFT NOA-NM- PMPAA
MEETF AL NE ARE AT +IPAC NAAPT 1@-:AT8 TP AATE I2RYPTF Ame+t Pan/mhFo-
+2F @D AATCFAS 10

epS+k ALj0

Nehad +19%+7 PIRTNYLm AL PAPMLS MLI® AIHCAM L54An PPAT®MELE NF
PHAFLD NC O-ND DRIT® AtAFLD- PTRARTF AA NF APT 2FAAA:PATRMER ADNE
PATFA@- 971 N30 ANN 50 L& +NAe A700F LFAA:PA TPM LR NL TS LPBA:MG+ NAERLLA
AL AMTPP P+b8M- PLIRG ABLE BAZHA: NPA APMER MPTE PACAP NI° MLIR AA P94
aDAP 0B/ K8 aDHT\gP::

51



LTI YA S E

AT NARARe) P+ 8Mm- A/ B NMAML LMNPAT AT TRTI Pl ABA P AT(FT ATRARH ) Mo
AL ARM-AJR:D/EM N+ADLaq M- &Y NAtTPC ATITID ALILITD MEID ALAMIR:PPA
MM LP PANgT: PLIRg MHINTF AT MAFOAPT NPTOD- +004.09¢ NLAG A N+Z,IT7M 424
M-ND LPaPMmi:

N5+ @-Nm NAA+E AhNE PCTFA ALIPT AT POLMNE D3P F

NHU DT @-ND NRA+E A PIMIDPE Paq T gRYgD A £ 09T A L IPF PAGRI NADA+E AL
N méa 10 NN+PC: PPA ABMEE ABADLPM- GRYGR K L5F A AMLPYF PAGr MEID AA4S
CONTT APNTF9R: PARLMEPTEY aYFFM-g0 MPRPTFY ACRARAN AJPM, AT LFAN: AT
ADPEPE IPAR AAGPAMT 9o79° 9o 0T APAMT* PANPFIR:NHY DTt BN AT PLLHT
+ATE IOII° ALIT MG MPID ALPLIP: 1IC T PHU DTF 15 RTF 7AN A6 PT NTINLE
AL PtaRAlE ARADLPPFY AT LAINFT NNCNTH MGTF @ND PAIRIRIF L8t AT ANTSLCT
A18.PHIE. BLSTFPA:

N L1+ +OFR

NHU 9°CI°C ™D A+E NEPLLATT AL P+aRALt 1D NHU DT @D dRA+& DEIP
AAMPA+E& PACNP FPCeny 1@~ NHYU 5T AMRA+&E hdAr! PhIRRIt £CI° Ar8dCa™
eMPPA=NHY mTTF @-ND AANT&EIR AT LFAA:NTYITD-I® TH NG+ +ATE &-NT TH9IAA
2FAN: NPA ML aPhhd ATISI® NOAF: P+P8MmT B8 ARHI+HT &P AIMELP
ATTAAT: NALPS. 917 AR B MY AT6IPCI: Phb8M- ADLE RALZHA:

PaR9F K¢
+ap4aq/: AUIR aeUdne: AT, L4 : sihamty1998@gmail.com NAR €M(C: +251913811501
AN AC. APA NAT@D- AT LA: kalayeleb@gmail.com NAR ®M(: +251913306792

PARN ANN BLACALT MT ARIN NAE +RMP o221 goac 1919 NCE: NARN *MC 2 +251 11896
1396 AT™.R4\: chs.irb@aau.edu.et
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Pho oot 6

PPLNDT A28 KINN ML +1NNAT +LeFAL: NA DTk DPEPTFT ATPMPS ABAT
RIIAFALT AT ATIITD-I° PMPPNF A MPEPTF AIN, TPAN ATTFAU: PAL +ATE N PLTTF
K1Y AT NI @I° 1H NPT ALAM AT PATRTITR Meh, T9RLM AT1LTPTFA +L & FAU: NHY
MGt ATA+E N4, PL7TF +NTIITFAU

PtAFL &£CM ¢

PMPem £LCM Y
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Annex 3: Demographic and Supplementary Questions

Exploring the Views and Experiences of Researchers regarding Informed Consent for
Biorepositories in Ethiopia:
A Qualitative Study

Demographic and Supplementary Questions

1. Sex: Male[]  Female []
(?2)

2. Age:
(6Lm)

3. Background (Area of Expertise):
(Pa™ P HC& /NEAARHAT)

4. Years of experience in research that involves biorepositories/ biobanks:

(NE47HA2T /NENTAT P PNFF MTPT AR 92 PUA 1H $L2+PA?)

5. What is/was your role in the most recent biorepository/biobank-related research you
participated in?
(N®CN NtLLT NEL7H L/ NENTA HHTE MG AL PACNP TT7?)

54



Annex 4: Interview Guide (English Version)

Warm-up Question: Please tell me about the research projects you are currently working on.

1. What type of consent model or models does your institution use for biorepository-based
research?

2. What is your view of the consent model that your institution employs for biorepository-
based research?

Probing questions:

- What is your view on the consent model in relation to providing adequate information for
participants?

- What do you think of the consent model regarding establishing trust between the researcher and
the participant?

- What is your view on the consent model regarding allowing participants to withdraw when
needed?

3. Do you think this type of consent best protects the participants' autonomy in the case of
biorepository-based research?

- Please explain your reasons for saying yes or no.

4. What do you think are the strengths of the consent model used by your institution for
biorepository-based research?

5. What do you think are the limitations of the consent model used by your institution for
biorepository-based research?

6. What ethical challenges have you (or your data collectors) faced when obtaining informed
consent from participants for biorepository-based research?
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Annex 5: Interview Guide (Amharic Version)

PPA OOMLP anan/ P:
- ANAPT ALY APASGNT NAAD- JRCIRC MLTR TEEATT L7477

1. Tt AFRIRF PeAT MNMD +RIPP ABLEAN AT NENTH DTRT PRT@T/ PHTPERY
2MePTa?

2. +2aP ABithh AT NENTA MeRT PayMmedRm. PHIRIRIF qRLAT N+APAN+ PCAP
ANTPPF IRTeY 107

pananCan/ p mPR Pt

- APAFEPT PHARA A28 nNAPAMT IC N+PPH NNIPIRYF R AR PACNP AN+PPT
go7y ey Mm-?

- N+aRLMLa AT N+AFL 0 APNNA AB+ARGy NAR&EMC AT9C NA ATRTRIT REA IR
SNNA?

- FAFLD NEAIED TH NG+ APD-MF PePe AT MNFAT N+TPAN+ NATRIRTF qRL A
AL PACNP ANTLOT TR L M-

3. BU PRA PHNFLDT P74 PPN APNF PNNELA NAD- PTRGA?
- AAP APT NP1 NAUTI9° ANAP TP IE+PT P4

4. NEwxtAN AT NENTA DT T 705 N+AFLPT ANNNMT 2T ALIF PAI1TRINC +18CFF
(Ethical challenges) A9 PFA?

5. +2d® NEithh AT NENTHh MTTFT AL PO Mea@m PAIRIRYF qRL.A N7 17 NAD-
P PANTFM- PHETR T M

6. T£I°P NE1thN AT NENTH MTFTF AL PR MPIRD PATRIRYF GRLA 18NT I°7 ATEU
ANAP PN
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Annex 6: COREQ Checklist

Consolidated criteria for reporting qualitative studies (COREQ): 32-item checklist

Table 3: COREQ Checklist

Domain 1: Research team and reflexivity

Personal Characteristics

Interviewer SM (Principal Investigator)- was a moderator for 10 interviews and the actual
interviewer for the remaining 6 interviews.
AT- Interviewer for 10 interviews

Credentials. BSc, MPH candidate

What were the researcher's
credentials?

Occupation. MPH student
What was their occupation at

the time of the study?

Gender. Female

Was the researcher male or
female?

Experience and training.
What experience or training
did the researcher have?

Had taken three weeks of qualitative method course.
Online courses of qualitative studies.
Conducted a mini-qualitative study (for training purpose).

Relationship with
participants

Relationship established
Was a relationship
established prior to study
commencement?

The PI. (interviewer) did not have collegial relationships with the
participants, and no relationship was established before conducting the
study. However, two study participants taught the P.I. (interviewer) a few
courses last year.

Participant knowledge of the
interviewer

What did the participants
know about the researcher?

The participants knew that the P.I. (interviewer) is currently a master’s
student at Addis Ababa University School of Public Health, specializing in
the field of Health Research Ethics

Interviewer characteristics
What characteristics were
reported about the
interviewer/facilitator?

It has been reported that the P.I. (interviewer) is interested in the subject of
informed consent and in exploring the practice and challenges in Ethiopia

Domain 2: Study design

Theoretical framework

Methodological orientation
and Theory

Exploratory qualitative study
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What methodological
orientation was stated to
underpin the study?

Participant selection

10.

Sampling
How were
selected?

participants

Purposive snowball sampling technique

I1.

Method of approach
How  were  participants
approached?

Email and in person visit

12.

Sample size
How many participants were
in the study?

15 actual interview and 1 pilot study

13.

Non-participation

How many people refused to
participate or dropped out?
Reasons?

3 non response. And 1 refusal due to the reason of recent participation in a
similar study. And others due to busy work schedule. There was no drop out

14.

Setting of data collection
Where  was  the
collected?

data

Interviews took place at their institution; in the office, a quite room, or a
meeting hall. 3 interviews were virtual, over Zoom meeting. Interview
location and time were based on the participants’ preferences.

15.

Presence of non-participants
Was anyone else present
besides the participants and
researchers?

On one of the face-to-face interviews, there was one individual present in the
office, but he was not Ethiopian and doesn’t understand Amharic language.

16.

Description of sample
What are the important
characteristics of the sample?

Participants in this study have different position (roles) in research they are
currently working on. Most of them have a background of medical
microbiology. Except for three participants, the rest of them are males.

Data collection

17.

Interview guide  Were
questions, prompts, guides
provided by the authors? Was
it pilot tested?

The interview guide is semi structured, and it was pilot tested. It also has
probing questions. Further guide was given for some questions that were
unclear for the responders.

18.

Repeat interviews. Were
repeat interviews carried out?
If yes, how many?

No

19.

Audio/visual recording.

Did the research use audio or
visual recording to collect the
data?

Yes, audio recorder was used

20.

Field notes

Were field notes made during
and/or after the interview or
focus group?

During the interview, field notes were taken for each.
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21.

Duration.
What was the duration of the
interviews or focus group?

The duration of the interview’s ranges from 16 to 63 minutes (mean of 33
minutes).

22.

Data saturation.
Was data
discussed?

saturation

The concept of saturation grid was used to determine data saturation.
(Further discussed on the method section)

23.

Transcripts returned. Were
transcripts ~ returned  to
participants for comment
and/or correction?

No.

Domain 3: Analysis and findings

Data analysis

24.

Number of data coders.
How many data coders coded
the data?

The data was coded by a single person (principal investigator). But the codes
and categories were reviewed and commented by advisors.

25.

Description of the coding
tree. Did authors provide a
description of the coding
tree?

Yes, the code book is provided in the Annex, and a summary of the identified
themes and codes is displayed on Table 2.

26.

Derivation of themes.

Were themes identified in
advance or derived from the
data?

Both. Some themes were inductively derived from the data, while some of
them were derived in advance.

27.

Software.
What software, if applicable,
was used to manage the data?

NVivo version 20

28.

Participant checking.
Did participants provide
feedback on the findings?

Yes, Findings were sent to the participants and some had provided their
comments and feedbacks.

Reporting

29.

Quotations presented.
Were participant quotations
presented to illustrate the
themes / findings? Was each
quotation identified?

Yes, quotes were presented. And each of the quotations were identified by
using the assigned pseudonyms.

30.

Data and findings consistent.
Was  there  consistency
between the data presented
and the findings?

Consistency with the raw data was maintained as much as possible during
the interpretation and write-up.

Were major themes clearly
presented in the findings?

Yes, major themes were clearly defined and described, also presented in a
table form (Table 2).

32.

Clarity of minor themes.

Is there a description of
diverse cases or discussion of
minor themes?

Yes, the sub-themes are presented and described in detail under their main
theme. (Also presented in Table 2.)
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Annex 7: Code Book

Table 4: Code Book

Code book: Exploring the Views and Experiences of Researchers regarding Informed Consent for Biorepositories in Ethiopia,

comprehension

understanding, Both educated and
uneducated

regarding participants' or sample
donors' comprehension of the
information provided to them
during the consent process and the

No. Themes Categories Codes Description Example
1. | Types of informed consent Broad, Specific, Tiered, Both broad | The type of informed consent | “... so, we obtained the
used and specific consent, Depends on the | model or models utilized by the | participants ~ consent  for
type of research, Phone-based, Similar | researcher for  biorepository- | Participation in the study, directly
with broad consent, Waiver based studies. It can either be | @nd for the future studies with a
. . broad consent” AAU3M
standardized or non-standardized
ones. “And when the idea of putting
those stored samples to use came,
based on all of this awareness,
our consents I think is more
inclined to tiered” AHRIIF
2. | Views regarding informed The consent process Positive, negative, Flawed consent | Their thoughts on the informed | “...but as much as possible he is
consent process, Respects autonomy, No | consent process in general for | told to participate freely and only
guideline, They may not comeback biorepository-based research if he is willing to participate, and
if he wants, he can withdraw at
Contents of  the | Well written, Not well written, No any time” AAU3M
consent template, Comprehensible words, “But there is a problem on
preparing a proper template for
Withdraw options, Weak regulation, an informed consent used for
Views on withdrawal | Poor description about withdrawal, biobanks, both by the institution
Never  experienced  withdrawal, and by the individual.” 44UIM
Experienced withdrawal
3. | Information comprehension | Participant’s There is no guarantee of their | Researchers’ views or opinions | “But, until now, whether the

study participants have well
understood, even if we explain it
to them, I cannot be sure whether
they comprehend it as we do or as
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Reasons for poor
comprehension

Lack of knowledge, Information
overload, Recruited in a hurry,
Misconception,

reasons they believe could be for
their poor comprehension.

it is in the study, it is uncertain”
EPHIIM

“When they are told that the
blood samples will be stored and
kept for long, usually
misunderstanding happens.
Because what we should see is
that participants are of different
kinds, and some of them may not
be well educated, even the
educated once may not have the
scientific knowledge” CDT1F

Building trust

Views regarding
establishing trust

Ways to build trust

Community  engagement  is

crucial, Trust depends on the
individual researcher, Trust is based
on providing full information,
Building trust is not a one-time

process

A known person and place,
Institution's reputation, The consent
process, Community engagement,
Sharing of results & benefits, Telling
participants about IRB, Active
contacts with participants

Consists of all types of
approaches that could be used for
establishing and strengthening
trust. And explains how trust can
be built between the researcher
and participants

“The informed consent process
should base itself on trust,
established through the
communication and delivery of
adequate, correct appropriate
information to  participants”
AHRI3M

“.apart from that, the opinion of
the community towards the
institution conducting the study
also has an impact”’44U3M

113

.one is, providing clear
information. If it is explained to
him in a language he understands,
trust will be built” EPHIIM
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The good side of the
informed consent

-Strength of Broad consent
-Options are given

-Detail Information is provided

It includes what the researchers
think or perceive the strength or
the positive side of the informed
consent utilized by them and their
institution.

“The main strength is flexibility
to researchers without the need
for additional consent. It
maximizes use of resources,
shortens time avoiding delays on
consent seeking. It facilitates
scientific investigations at lower
cost and promotes innovation
with existing resources.
Participant autonomy is
respected where there is an option
to opt-out.” (AHRI3M)

Drawback of the consent
form

Limitations of
informed consent

the

Limitations related to

governance
guideline

and

No reference for terminology, No
standardized template, Poor
description about withdrawal,
Translated words, Drawbacks of broad
consent, Lack of 1.C for sample
storage from clinical visits

Lack of monitoring and regulation,
No guideline, Lack of guidance for
withdrawal process, No legal form for
deceased in Ethiopia, Lack of
continuous communication

Explains the limitations or
drawbacks of the informed
consent model currently being
used for studies that involve
collecting and storing human
specimens.

“But most of the time the
consents we use does not give
detailed description about the
withdrawal... It is written in a
similar way as others. This is a
gap that we should take a look at”
CDTIF

“There is no reference for
medical terminologies in the case
of biobanking to be used in the
consent form” AAUIM
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Challenges faced

Communication
challenge and the
reasons

Comprehension
challenge
sample donors

among

Challenges unrelated
to informed consent

Difficult to explain about the study,
Not well informed, The word genetics
is sensitive, Traditional & religious
belief

Comprehension challenges

Drawing blood challenge, Pain, Loss
to follow up, Lack of capacity to
monitor shared samples, Participants
ask for results

Challenges researchers have
faced or their data collectors,
during the informed consent
process for biorepository-based
studies. And explains different
causes for communication gap
during the consent process. It can
be from the researcher side, from
participant’s sides, due to the
study nature, or other technical
reasons

“The most frequent challenge in
my opinion was doing the
“informing” well - appropriate
communication - providing a
clear picture of the study aim and
explaining how they fit in there
and why their participation is
required..” AHRI3M

“So, when the participant came
and reads or is read to him the
information sheet, does he
understand it to the level intended
is put to question, especially in
genetics study” AHRIIF

Recommendations

Consent
Recommendations

Governance

Recommendations for
IRB

Comprehensible words, Standardized
model, Conducting investigations,
Stop using blanket consent

Governance and policy, Capacity
building, Reporting results,
Community engagement

Post approval & site monitoring,
Promote sample use, Withdrawal
oversight, Focus on the ethics part
only

Applies for all types of
recommendations mentioned by
researchers on how to improve the
current informed consent models,
as well as the informed consent
process.

“There should be a standardized
consent model. Even the words,
words that patients can easily
comprehend should be evaluated
and selected” AAUIM

“.for any researcher who wants
to participate in this study or
related studies, I think it would be
good if there was a research
ethics  guideline  that is
customized for genomics and
distinct from the standard
research  ethics  guidelines.”
AHRI4AM
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