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V. ABSTRACT

Background: Ethics in the conduct of clinical research is mandatory to protect research
participants. The goal of phase I clinical trial is to determine the maximum dose of the new
medication that may be administered without the risk of serious side effects. Participants in most
of phase I clinical trial have no direct benefit in participating in the trial but the amount of money
provided for compensation can cause the participants to participate without being concerned to

the risks the new drug may bring.

Objective: To investigate the safety and ethical issues among healthy volunteers in phases I

clinical Study in Addis Ababa, Ethiopia in 2024.

Methods: An institutional-based cross-sectional study design mixed with a qualitative
description approach was employed. The study was conducted at Armauer Hansen Research
Institute; semi-structured interviews were conducted face-to-face. Data was entered into the
Kobo toolbox and exported to SPSS version 24; a descriptive analysis was done; and the socio-
demographic characteristics of the study participants were described. For qualitative method,
twelve interviewees were purposefully selected and interviewed. An open-ended question was
developed to facilitate in-depth interviews with respondents. Interviews were audio-recorded
with consent. Transcriptions were entered into ATLAS.ti and coded. The data was analyzed

using a thematic analysis approach.

Result: The major motivation of participants (54.4%) was financial benefit. The majority of the
participants (52.6%) had a low monthly income of less than 2000 birr per month, followed by
(42.1%) agreed to the need to help in the development of new drugs. When deciding to join a
trial, the majority of them (40.4%), strongly agreed with giving consideration to the type of drug
under investigation and the level of risk that can be caused. Altruism and medical care provided

by the trial site were also the other major decision factors mentioned.

Conclusion: The findings of this study indicate that the motivations and enrollment decisions of
healthy participants to engage in a phase I clinical trial are diverse, extending beyond financial
incentives. By taking these factors into account, researchers can develop more effective

approaches to engage and protect the healthy volunteers in the trial.

KEYWORD: Healthy volunteers, Motivation and decision factors, phase I trials.
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1. Introduction

1.1. Background

According to the Belmont Report, there are three fundamental ethical principles for clinical
research: beneficence /non-maleficence/, justice, and respect for people, which are the main
guidelines that must be followed when conducting research involving humans (1). The ethics of
healthy volunteer participation in clinical trials are complex and important issues. Phase I trials
are often the first to include human subjects. It is done to test medical interventions, including
therapeutic medicine, other cell and biological products, vaccines, surgical interventions,
diagnostic procedures, devices, behavioral therapies, and other preventive interventions (2). The
goal of phase I research is to determine the safest dose of the new medication that may be
administered in humans without the risk of serious side effects. The treatment's adverse effects
on humans cannot be determined with certainty, despite testing it in laboratories and in animals

(3). The optimal technique to administer the new therapy is also determined by these trials.

Phase I trials are mostly done on adult participants who willingly take part in a drug trial where
the exact risk is not well known (4). Unlike other phases of a clinical trial where participants
participate for health benefits phase I clinical trials have no direct benefit for the participants.
Participants in phase I trials commonly receive financial benefits for participating in a trial that
may contribute to exploiting participants without giving much attention to the risk of the new
treatment. The healthy volunteers will be constantly observed throughout the study through
monitoring, laboratory investigation, and physical examination. Usually, the phase I clinical trial
lasts a few weeks or months (5). Researchers will be able to assess whether a medication or
treatment is safe enough to try on a larger population with the assistance of phase I clinical trial
results. The medication or therapy will proceed to phase II clinical trials if it is determined to be
safe (6). However, it is commonly a concern; experts fear that participants in the phase I clinical
trial could be exploited because most could be from low socioeconomic and disadvantaged
groups of the population. Nevertheless, such experiences of study participation by healthy

volunteers are not systematically analyzed and known in Ethiopia. This study aims to review the



experience and describe the socio-demography, motivation, and decision factors considered by

the phase I study participants in Ethiopia.

L.2 Statement of the problem
The need to protect the rights, safety, and dignity of research participants became more

significant, and the development of basic ethical principles followed the historical malpractice of
clinical trials on healthy participants, like in the Nazi experiment, the Tuskegee Syphilis study,

and many other studies that were conducted on healthy human beings (9).

Nowadays, many infectious and non-infectious diseases are all over the world, and much more
clinical research is being conducted and the development of new and effective medication
development has increased through the years (10). The major issue in clinical trials involving
healthy volunteers is that individuals volunteering on the phase I trial are of low socioeconomic
status (4,8,9). Most participants in phase I studies are from disadvantaged populations, causing a
proportional representation of the population in clinical trials that can potentially violate the
concept of justice, one of the fundamental principles to be violated (10). Furthermore, since
participants in the trial have no direct health benefit, the monetary reward they receive for taking
part in a study may put them in a vulnerable position when deciding whether or not to

participate.

On the other hand, healthy volunteers tend to participate in different trials conducted at different
times, with some even considering it as sources of income. In developed countries like the US,
UK, and France, volunteers tend to participate reputedly (8). This is the same for developing
countries like Bangladesh (11) and South Africa (12), where volunteers search for trials as
sources of income without considering the risk associated with the trial. The risk of repeated
exposure of participants to different trials is not well studied. Incentives can cause them to
overlook the risks of a trial. On the other hand, most volunteers in phase I trials are members of
low-socioeconomic groups who are driven by rewards and willing to take risks but have

restricted access to the medical products they help to develop (13).

The risks volunteers face could be life-threatening: the case of a 24-year-old previously healthy
woman who died as a result of an asthma experiment done in the US (14), and also the trial in

France, which caused six volunteers to be hospitalized and the death of one man (15). It is



critical to evaluate how healthy participants in phase I trials are motivated and how they decide
to join a study in order to make an empirical contribution to longstanding ethical issues regarding
healthy volunteers' involvement in drug research. Making an effort to understand the

motivations, and perceptions of trial participants helps to protect them from ethical violations.

i 5 Significance and Rationale of the Study

The findings from this study will have a great contribution to further understanding participants’
reasons for their enrollment and non-enrollment in research studies, the existence of therapeutic
misconceptions, and the extent to which research participants are aware of their rights. And it
could also help trainees advocate for support, persuading important stakeholders to change
research policy. Such surveys will help to understand the barriers to the adoption of policies that
promote ethical conduct in research at the national level. And it will also help decision-makers
like the institutional review boards (IRB) when reviewing a trial proposal to determine whether
the statement on informed consent about the risk and the financial amount doesn’t influence

participants.

Ethiopia has developed a road map to increase the number of clinical trials being conducted in
Ethiopia, and issues or concerns about the protection of the healthy volunteers participating in a
trial will become mandatory. The worry that financial incentives cause healthy volunteers to take
on unwarranted risks shows that they are influenced. That being said, not much is known about

the preferences of healthy participants or how they choose which studies to take part in.



2. Literature review

The key emphasis of the study is on the socio-demography, motivation, and perception of
healthy volunteers in clinical trials. Accordingly, the review will look at the different perceptions
and combinations of society that are participating in clinical trials, as well as the association with
socio-demography suggested by different authors. Since Ethiopia is on the road to developing the
number of clinical trials done, this study will help to protect the participants and to ethically

conduct trials.

2.1, Socio-demographic characteristics
Phase I healthy volunteer clinical trials should be designed, with special attention to important

demographic factors like age and sex, to include participants who can provide externally valid
information about the safety and tolerability of novel therapies, which will ensure the

translational science value (17). This will help the trials meet the ethical requirements.

The ethical concerns surrounding the recruitment of healthy volunteers for phase I clinical trials
have been the subject of numerous studies recently. The primary concern with the healthy
participants' involvement is the provision of informed consent, which is provided per various
guidelines. For example, the Belmont report states that informed consent should not be subjected
to undue influence or coercion (18). The various ways in which one can uphold the moral
principles of informed consent may be affected by various factors. Among these, the age of the
participant is one factor that will affect the comprehension level of the participants. In a study
done in the US, 63% were between the ages of 30 and 49, 22.5% were between the ages of 18
and 29, and 15% were 50 or older, resulting in the participants' average age of 32 years (19,20).
On the other hand, trial participants in China have a mean age of 28.5 & 5.6 years (21). Similarly,
a study done in South Africa shows that the mean age of the participants in the trial was 25 years
(12). This may be because younger generations might not have as much financial experience and

might be searching for additional sources of income (8).

The other factor affecting the comprehension level and exposing trial participants to undo
influence and corrosion could be their socioeconomic status; the consent provided should be

abided by the volunteers of the study participant, which is core for Healthy Volunteers. Socio-
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economically disadvantaged groups often enroll in the majority of phase I trials. A study on the
socio-demographic characteristics of healthy volunteers in the United States phase I clinical trial
showed that of the participants, 25% worked full-time, 34% worked part-time, and 41% were
retired or jobless and had yearly household earnings under $25,000. These individuals were
discovered to be the majority of trial participants (19,22,23). Contrarily, given that this group is

disproportionately underrepresented, they won't always be the first to profit from trials.

According to the study, racial and ethnic minority groups are the most likely to volunteer for
phase I clinical trials but have the least access to trial results. Even in developed countries, the
majority of the participants are from racial and ethnic minority groups. A study done in the US
reflected that 40% of the participants were black American and non-Hispanic white (8). A
similarly study done in Brazil and South Africa shows this (12,24).

Most of the studies recommend having literate participants who can understand the informed
consent and can ask questions on the points that are confusing. A study done at the University of
North Carolina shows that the majority of the participants had high school or some college (8).
Contrary to this, approximately two-thirds of the participants in China had less than a high
school education and were lower (21). Also, only about one-third of the sample from three

regions in the US had a college degree (23).

Most trials conducted are guided to involve different population aspects, especially in terms of
gender. In the United States, increasing the diversity of clinical trial participants has been a
national public health priority since the early 1990s (25). Other phases of clinical trials may have
a proportional number of participants, but in the case of the phase I clinical trial, the
representation of female participants is very low. For instance, majority of the participants in
phase I includes male; 74% of the participants in a study done in United States indicate males
were the major participants (19,23). On the other hand, a comparative study done on Pfizer
clinical trials in three different countries showed that Belgium had more than half of the

participants females (56.6%) (9).



% 2 Motivation for enrollment

Enrollment incentives and time compensation are provided by monetary payments. (17) These
payments can encourage the participants to take part in the trial without considering other risks,
and a large amount of incentive for participation in a study with a greater risk could cause loss of
trust from the public, which may also affect the reliability of the study outcome (26). To
guarantee that a sufficiently diversified study group is enrolled, payment may be utilized as a
means of encouraging greater involvement from individuals from various socioeconomic
backgrounds (27). Among those who participate in healthy volunteer research, the majority are
poor people, as seen in the majority of phase I trials in the US (19,28). Similarly, in Malawi, to
prevent exploitation, research volunteers are compensated with a minimum of $10 for every
study visit (29). A study in the US stated that most of the incentive is spent on investment, and
the majority of the elderly participants preferred the free medical checkup as a motive more than
the money (28). Contrary to that, the South African study attempted to demonstrate how research
participants spent the incentive; most of them spent it to cover their basic costs of living, and the
ideal reimbursement amount mentioned by participants ranged from 10 to 24 US dollars, which

is consistent with the South African guidelines for reimbursement (12).

%% Enrollment decision

The Belmont report specifies participant benefit and risk minimization as research ethics' guiding
principles (18); however, the phase I trial leaves much to be sought in terms of participant harm
and direct benefit. Participants bear painful costs and minimized but unknown risks to assess the
safety of novel medications. To minimize the risk of phase I trial, clinics should be designed and
kept up to strict standards for participant wellbeing. Limitations on participant activities and the
frequency and invasiveness of medical treatments should be kept to a minimum and supported by
solid scientific evidence. The risks associated with research should be kept to a minimum, and
participants' physical, mental, and emotional health should be supported at all times, not just

while they are confined to an inpatient or residential facility (17).

Informed consent plays a great role in informing participants about the anticipated risk of the

trial. A study done in Brazil showed every interviewee stated they had read and comprehended



the informed consent sheet (ICS). They also mentioned instances in which they had doubts about
whether a professional could assist them. Nonetheless, several participants were unable to recall
any of the information when asked to recall the main ideas of the ICS; of those who could recall
portions of the ICS, none brought up the possible hazards associated with the research they
enrolled in (24). However, a US investigation revealed that study participants were aware of the
risk before they participated. Some serial participants had gotten so familiar with the consent of
the phase I trial that they didn’t worry about the risk; additionally, participants minimized the
severity of harm by appreciating the researchers' attention to detail in guaranteeing their safety

(22,30).

The other is the perception of participants for the adverse reaction. According to a
comprehensive evaluation of the number of adverse events experienced by healthy volunteers,
phase I trials do result in mild to moderate harm, but there is little chance of severe harm (13,31).
Nowadays, there are lots of phase I trials being conducted, and participants are also participating
in different trials as a source of income, as reported by phase I participants in South Africa (12).
A study done in the US reported that can unduly influence participants with regard to adverse
reactions and considering the ADR as insignificant because their bodily changes were not that
significant. participants also perceived the ADR as imaginative and not happening in real
situations, others tend to compare their ADR with that of other participants who had a more

serious reaction and disregarded their reaction as insignificant (22).



24 Conceptual Framework

The conceptual framework is developed from different literatures, and it describes different
variables that have relation to the contribution of the conduct of a safe phase I trial on healthy

volunteers.

Motivational factor

Financial benefits
?I'l e Help develop new medication
e Free health check-up

Advice from friends

|
o Age \L
e Sex

e Educational level

» Socio-demography I L -

e Monthly income Safety and ethical issues

e Marital status [~ .
e Occupational . .
status N N
¢ Employment I .
\\\A

Perception of healthy participants

e The type of drug

e The amount paid

e To help others

e Root of application

Figure 1 Conceptual framework on safety and ethical issues of participants on phase I clinical trial (4).



3. OBJECTIVE

% 1. General objective
* To investigate the safety and ethical issues of healthy volunteers on phase I clinical trial

in Addis Ababa, Ethiopia, in 2024.
®2 Specific objective

e To determine the socio-demographic pattern of phase I clinical trial participants in Addis
Ababa, Ethiopia, in 2024.

e To determine motivational factors for phase I clinical trial participants in Addis Ababa,
Ethiopia, in 2024.

e To explore the perception and process involved in deciding to take part in a phase I

clinical trial in Addis Ababa, Ethiopia, in 2024.



4. MATERIALS AND METHODS

4.1. Study setting
The Armauer Hansen Research Institute was founded in 1970 through the initiative of the

Norwegian and Swedish Save the Children organization, seconded by the Ministry of Health of
Ethiopia. AHRI was established as a biomedical research institute located next to the all-African
leprosy rehabilitation and training hospital (ALERT). The institution joined the Ethiopian
Ministry of Health in 2004.

The Clinical Trial Directorate (CTD) has been conducting various drug, vaccine, and device
trials since its first initiation of a good clinical practice (GCP) compliant clinical trial in 2001.
The Directorate has four divisions: the drug trial division, the vaccine, diagnostics, and medical
devices trial division, the bioequivalence (BE) and clinical pharmacology divisions, the trail
management division, and the quality assurance division. Most of the trails done were mostly
phase II and phase-three. CTD took the national initiative for the conduct of the first
bioequivalence study in Ethiopia in collaboration with the regional bioequivalence center in
Addis Ababa in 2014. Since then, ciprofloxacin and co-trimoxazole tablet bioequivalence studies
have been conducted on healthy volunteers. The site had a pre-inspection experience with WHO
auditors in 2015. Currently, the site is working on the WHO pre-qualification submission of a
new pediatric formulation of primaquine. Another drug trail on herbal drugs for different skin
fungal infections has been conducted on healthy volunteers. This herbal drug clinical trial is
conducted on healthy volunteers to detect any reaction to patch and repeated open application on
the healthy volunteer skin, which was conducted from November 10, 2023, to December 28,

2023 (32). AHRI at the moment of the study had 200 healthy volunteers registered.

4.2 Study design
An institutional based quantitative cross-sectional study method mixed with a explanatory

qualitative research approach was implemented, which is used to understand the motivation,
deciding factor to join the phase I trial, and the perspectives of the people involved in the trial.
The data was gathered from healthy individuals who took part in the herbal drug phase I trial in

order to address research problems.

10



4.2 Source and Study Population

All healthy participants registered on the volunteer pool database were the source population,
and the study populations were those who have participated in phase I clinical trial conducted in
AHRI on herbal drug trials. Safe Herb is a drug safety trial conducted to detect any reaction to
patch and repeated open application on the healthy volunteer skin, which was conducted from

November 10, 2023, to December 28, 2023,

Healthy volunteers who had provided consent and passed screening test were included in the
study, and those who had not provided consent but were registered as volunteers were excluded
from the study. Participants were selected from the volunteer screening log and were contacted

by phone if they want to participate in the study.

4.4 Sample Size Determination
Sample size for quantitative study was determined using single population proportion formula

for three different variables (Age, satisfaction for rewarded, Attitude about competency of
investigators). The assumptions made to calculate the sample size are proportion from previous
study done (4). Margin of error taken to be 5%, 95 % confidence level (Zo/2= 1.96) and
estimated non response rate of 10% was considered and then the largest sample size was taken
which is 80. Then by using the correction formula because the population size is less than
10,000, final sample size will be 57, by using the following formulas:
n=(Za/2)* (P (1-P)
Kp

n= n° =57.34= 57

1+ ((n°-1)/N)

Table 1. Sample size calculation

Variables Proportion (P) | Confidence 10% non- Margin of Total

level (Zo/2) response rate | error (d?) sample
size

Age 0.02 95% 3 0.05 33

satisfaction for 0.047 95% 11 0.05 80

rewarded

Attitude about 0.007 95% 2 0.05 12

competency of

investigators
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The sample size for the qualitative study was determined by selecting healthy volunteers who
participated in the phase I trial that was conducted. The total sample size for the qualitative was
determined when saturation was attained. Monitoring of the data as it is being collected and
analyzed was done to paying attention to the emergence of new themes and the frequency with
which they appear and saturation was reached when the information being gathered is repeated

and redundancy of data starts to occurred.

4% Sampling procedures

For the quantitative study, participants were selected by using simple random sampling from the
screening registration log. And for the qualitative participants, they were recruited by using the
purposeful sampling technique among which homogeneous sampling was used to select

individuals with similar demographic or social characteristics.

4 & Data collection procedure
Data for quantitative study was collected using semi-structured interviewer administered

questionnaire that is developed from different literatures (4,9). The questionnaire was prepared in
English and then translated to Amharic, The questionnaire consists of two parts; first part
contains questions on socio-demographic information and section two on motivation and
perception of volunteers on clinical trial. Independent variables of socio-demographic data like
(age, sex, educational level, monthly income, marital status, occupational status, employment

status) and experience and perception of clinical trial was used to answer the research question.

The interviewer provided the consent prior to the interview in a private area to insure privacy.
The consent could be verbal for those participants were the interview was conducted by phone
call and written for those who came in-person, if the participant expresses their willingness to
participate, the interview proceeded. An in-depth interview was conducted with the healthy
volunteers for the qualitative. The interview guide was prepared in English and translated to the
Amharic language. The interviews were tape-recorded with the participants’ permission and field
notes were been taken by the interviewer during the interview. The interviews were carried out in
places where silent and secure for study participants. Interviewers interviewed participants by
using open-ended semi-structured questions and were interviewed for 20 to 30 minutes, by

probing questions in turn to ensure information saturation.
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The Independent variables in the study include; in the Socio-demography includes Age, Sex,
Educational level, Monthly income, marital status, Occupational status, Employment status,
Housing condition and perception of the participant about the risk and their experience in the

trial.

Training was given for data collectors who were health professionals having experience in
collecting qualitative interviews, and on method of extracting the pertinent data through

interview and on how to keep notes and on how to complete questionnaires.

4T Operational definition
Clinical trial: A clinical trial is a systematic process that is intended to find out the safety and
efficacy of a drug or device in treating, preventing or diagnosing a disease or a medical

condition(33).

Phase I clinical trial: Are the first stage of testing in human subjects, normally, a small group of
healthy volunteers will be selected. It is designed to assess the safety, pharmacovigilance,

tolerability, pharmacokinetics, and pharmacodynamics of a drug (34).

Safety of the study: It is the feeling of being protected from external threats, risk, or dangers.
Perceptions of insecurity influence subjective well-being because insecurity implies a lack of

control or autonomy of the individual in relation to managing his environment (35).

Screening Log: A log use to list out potential participants for a study after they have provided

consent and for the screening tests to be performed (36).

The type of drug in clinical trial: there are several types of drugs that are being tested and put
to the market for this study the type of drug is indicating the herbal drug produced locally and of

those modern drugs.

Undue influence: Influence by which a person is induced to act otherwise than by their own free

will or without adequate attention to the consequences (37).
Coercion: The Practice of persuading someone to do something by using force or threats (37).

Risk in clinical trial: Potential for harm, it is a prediction of a probable outcome based on

evidence from previous experience
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4.8, Data Management
Data was collected and was entered to the designed Kobo plate form; entered data was verified

and reviewed to identify and correct any error and inconsistency. Data was stored securely and in
an organized manner, data was regularly backed up to prevent loss in case of system failure. Data
was cleaned by checking the missing values and decide how to handle, identify and delete any
duplicated file, correcting inconsistences, identification and assessing outliers and decide
whether to delete transform or correct it. And also to ensure data types are appropriate for each
variable merge or split categories were used as needed and standardizing unit of measurement,
checking the distribution of the variable to identify unexpected pattern then performed post

cleaning checks. SPSS version 24 was used to analyses the data.

For the qualitative data all the audio records was backed up after every interview on to a secured
file, data was entered on ATLAS.ti version 9, categories were clearly defined and coding was
developed to organize the different aspects of the data, contextual information was also captured
and used for analysis. Data was cleaned by checking the accuracy of transcription by listening to
the records. Any personal data was removed to keep confidentiality. Redundant information was
removed and off topic information that does not contribute to the research question were

excluded.

4 3 Data Analysis Procedures

Descriptive analysis was used to describe the socio demographic characteristics of the study
participants and other variable in the study. The mean for the Likert scale variables was
calculated by using descriptive analysis for comparing the five scales. The mean value range for
strongly disagree (1.0-1.80), Disagree (1.81-2.60), Neutral (2.61-3.40), Agree (3.41-4.20),
strongly Agree (4.21-5.0) and the mean was interpreted based on the value range. Information in
the audio recorders and field notes was stored in a separate file as soon as each interview is
wrapped up. All audio records were transcribed verbatim and translated into English. The
transcripts and translations were cross-checked for consistency. Translated notes were read and
re-read to define categories and sub-categories guided by the objective of the study. Then a
codebook was prepared. Thematic analysis was carried out using ATLAS.ti version 9 to code the
transcripts based on the codebook. Thematic analysis approach was used by first familiarizing to

the data and them coding and gathering themes, reviewing the themes then write up.
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4.17: Data quality assurance

4.10.1 Data quality assurance for quantitative

Translation of questionnaire from English to Amharic and back to English, one expert working
on participant recruitment at AHRI were asked to complete the questionnaire to cheek the
consistency between the Amharic and English version. Supervisors ensured that all data was
complete and if any data was missed the participants were contacted by phone and data was
completed.

Pretest was done before actual data collection is started on healthy volunteers who have
participated on previous phase I study conducted in AHRI. And important adjustments were

done on the questionnaire for internal consistency.

4.10.2 Trustworthiness for qualitative

4.10.3 Credibility

Some data were collected by the investigator to help observe the actual context of data
collection, as stated by Guba, to ensure credibility (38). Triangulation of data using different
sources of information from those who have been enrolled and those who were just consented
but not enrolled, and also data was collected from both male and female healthy volunteers,
participating in phase I studies. There was peer debriefing with advisors; interpretations of
responses were done by preparing a codebook and labeling codes according in to different
themes; and conclusions were drawn from the raw data using direct quotes to elaborate on the

codes and categories.

4.10.4 Transferability

A thorough description of the research context, study setting, and participants was kept by note.
For other researchers to be able to assess whether or not the research findings are transferable to
other contexts, additionally, contextualization and a clear articulation of the distinctive
contextual factors that may have influenced the research findings was discussed with the

interviewers.
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4.10.5 Dependability and Conformability

To enhance dependability regular discussions and debriefing sessions was conducted with
experts in the field; experts are principal investigators at AHRI working on phase I trial and with
advisors at AAU. To insure dependability of the research outcome by maintaining the degree of
consistency, stability, and reliability of findings and interpretations during the research process is
referred to as dependability (38), conformability is established during data collection and
analysis by maintaining the participant viewpoints and experiences rather than the researcher's

own prejudices or skewed interpretations.

To establish conformability, the research process, decisions made, data collected, analysis
procedures, and any modifications or adjustments were recorded. With the use of this
documentation, accountability and transparency were enhanced, enabling outside examination
and validation of the study procedure. The process of analysis was validated by comparing the

preliminary category with the text quotes.
4.1} ETHICAL CONSIDERATION

Ethical approval was obtained from the Institutional Review Committee of the school of public
health of Addis Ababa University and AHRI. Written or oral consent was obtained from every
participant before the interview by explaining the objective of the research. All the information
collected from the study participants was handled confidentially by omitting their identification,
conducting the interview in a private place. Data was used for the research purpose only.

Selection of participants was applied by including different aspects of the population.
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S. RESULT

%.1. Socio-demographic characteristics

In this study, a total of 57 healthy volunteers were included. The age of the healthy volunteers

was not normally distributed. The median age is 33, with an interquartile range of 18- 49. The

majority of respondents were under the age of 45. Among the respondents, 30(52.6%) were

male; more than 46(80.7%) of the volunteers have fulltime jobs. Concerning their educational

status, 25(43.9%) of the respondents have the highest level of education. The majority of the

respondents 30(52.6%), had an income level of less than 2000 birr per month. The majority of

the respondents 48(84.2%) were their first time to participate on a phase I trial.

Table 2: Socio-demographic characteristics of healthy volunteers participating on phase I clinical

trial in Addis Ababa 2024, (n=57).

variables frequency Percent %
Median, IQR of age 33, (18-49)
Age 18-30 24 42.1
31-45 31 54.4
>45 2 3.5
Sex Male 30 52.6
Female 27 47.4
Marital status Single 16 28.1
Married 38 66.7
Divorced/ Widowed 3 53
Occupational status Student 4 7.0
Full time 46 80.7
Part time 4 7.0
Unemployed 3 53
Can read and write 1 1.8
Educational status Primary 11 19.3
Secondary 20 35.1
Tertiary and above 25 43.9
Monthly income <2000 30 52.6
2000-5000 18 31.6
>5000 9 15.8
Housing condition Family-owned 16 28.1
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My own house 10 17.5
Rent house 31 54.4
Current type of residence With family 17 29.8
As a head of the family 33 57.9
Alone 7 12.3
Number of clinical trial | One 48 84.2
participated on Two 6 10.5
Three and more 3 53

22

Motivational factor for healthy volunteers

The majority of the volunteers 31(54.4%) strongly agreed that they were motivated by the

financial benefit they receive from participating in phase I trials. But the motivational factors are

multiple and not only limited to one factor; other motivational factors, like being able to

contribute to the development of new drugs, constitute about 24(42.1%) of the factors for

motivation among participants. About 29(50.9%) of the volunteers were not curious to know

about clinical trial.

Table 3: Motivational factor for healthy volunteer participating in phase I trial Addis Ababa,

Ethiopia (n=57).

Name of variable and classification SD DA N A SA Mean
N (%) N (%) | N(%) | N (%) N (%) | value

Contribute to making a progress of | 2(3.5) 12(21.1) | 7(12.3) | 24(42.1) | 12(21.1) | 3.56

medicine by  discovering new

knowledge

Chance to have a free health check-up | 5(8.8) 22(38.6) | 4(7.0) 14(24.6) | 12(21.1) | 3.11

Curiosity about clinical trials 15(26.3) | 29(50.9) | 3(5.3) | 7(12.3) | 3(5.3) 2.19

Receive  financial  reward  for | 1(1.8) 5(8.8) 3(5.3) 17(29.8) | 31(54.4) | 4.26

participation

Advice from family/friend 4(7.1) 39(69.6) | 1(1.8) 12(21.4) | 0(0) 2.38

NB: SD-Strongly disagrees DA-disagree N-neutral A-agree SA- strongly agree
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%3, Enrollment decision of healthy volunteers

The majority of participants, 23(40.4%), decided to participate in a phase I trial based on the

drug type that was being tested. And also, 41(71.9%) of the participants decided to take part in a

phase I trial due to the presence of medical care in the clinical trial. While 28(49.1%) of the main

factor is altruism, or helping future patients.

Table 4: Enrollment decision of healthy participants in phase I trial Addis Ababa, Ethiopia

(n=57).

Name of variable and SD DA N A SA Mean
classification N (%) N (%) N (%) | N (%) N (%) value
Risk in health from adverse events | 0(0) 22(38.6) | 7(12.3) | 17(29.8) | 11(19.3) | 3.30
to investigational drugs

Length of participating period in | 9(15.8) | 41(71.9) | 0(0) 5(8.8) 1(1.8) 2.07
clinical trial

Frequency and type of procedures | 12(21.1) | 41(71.9) | 1(1.8) | 2(3.5) 1(1.8) 1.93
and examination in clinical trial

Loss of income to be acquired | 10(17.5) | 31(54.4) | 1(1.8) | 11(19.3) | 4(7.0) 2.44
unless you participate in clinical

trial

The type of drug being tested 1(1.8) 12(21.1) | 2(3.5) | 19(33.3) | 23(40.4) | 3.89
The time it takes for the procedure | 4(7.0) 43(75.4) | 1(1.8) | 6(10.5) | 3(5.3) 2.32
For helping future patients 1(1.8) 13(22.8) | 1(1.8) | 28(49.1) | 14(24.6) | 3.72
The presence of medical care at | 11(19.3) | 2(3.5) 0(0) 41(71.9) | 3(5.3) 3.63

the CRO

NB: SD-Strongly disagrees DA-disagree N-neutral A-agree SA- strongly agree
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%4 The reason to choose this particular herbal drug phase I trial over other study

Majority participants 35(61.4%) agreed that they choose this particular phase I study because the

tested drug was prepared mostly from herbs. While 27(47.4%) were because it had a better

payment for participation. And also, 18(31.6%) was due to the root of the application of the drug.

Table 5: the particular study chosen to participate on phase I trial Addis Ababa, Ethiopia (n=57).

Name of variable and classification SD DA A SA Mean
N (%) N (%) N (%) | N (%) value
Herbal drug 2(3.5) 9(15.2) | 11(19.3) | 35(61.4) | 3.39
Particular study/Procedure 14(25.0) | 27(48.2) | 12(21.4) | 3(5.4) 2.07
Better Payment 1(1.8) 9(15.2) |20(35.1) | 27(47.4) | 3.28
Root of application 6(10.5) | 19(33.3) | 18(31.6) | 14(24.6) | 2.70

NB: SD-Strongly disagrees DA-disagree N-neutral A-agree SA- strongly agree

25 Experiences and perception of healthy volunteers
The majority of the participants 44(77.2 %) believed that the study was a low risk study and that

50(87.2%) of them believed that they were safe during the study. And the majority of them

39(68.4%) said that they would participate in similar type of studies in the future.

Table 6: Experiences and perception of healthy volunteers on phase I trial Addis Ababa, Ethiopia

(n=57).
Experience and Perception of healthy volunteers N %
Would you participate in the trial even though you Yes [ would 33 | 579
didn’t receive any financial reward I am not sure 20 | 35.1
No I would not 4 7.0
The way of acquiring information about the trial Though the poster and | 18 | 31.6
from staff of the hospital or clinical trial from former | notification
participants From staff of the hospital | 15 | 26.3
or clinical trial From
Former participants 24 | 42.1
Before participating did you ask someone else opinion | Yes 24 | 42.1
about your participation No 33 | 57.9
Whom did you ask opinion about your participation Family member/partner 15 | 26.3
Fiend 7 12.3
Health professional 2 3.5
Did people recommend you to participate or not yes 8 14.0
No 16 | 28.1
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If they recommended you not to participate what was | Risk of clinical trial 16 | 28.1
their reason? Perception of genie pig 0 0
If they recommended you not to participate did they Yes 1 1.8
have any experience participating in a clinical trial No 22 | 38.6
before?
How do you consider the final reward in the clinical Satisfactory 15 | 263
trial you participated Reasonable 9 15.8
Unsatisfactory 32 | 56.1
Was your actual experience in this trial different from | Yes 5 8.8
the information provided before your participation for | No 52 | 91.2
consent
How did you fill about the occurrence of serious I never feel that 19 | 333
complication during the trial possibility
Occasionally I feel that 35 | 614
possibility
I feel that possibility all 2 3.5
the time
Would you participate on a healthy volunteer clinical | Yes 39 | 684
trial again? No 11 | 193
Not sure 7 12.3
Did you think your safe in this trial Yes 50 | 87.7
No 7 12.3
Can you rate the amount of risk of this study Low 44 | 77.2
Medium 8 14.0
High 5 8.8

%4 Qualitative interview result

Based on this study, six main teams were identified, which were: participant impressions on

phase I trials, means of motivation of healthy volunteers, what factors participants consider

during the decision making to take part in the study, perceived disadvantages, barriers for healthy

volunteers, and perceived community response.

5.6.1 Participant awareness on phase I trial

Awareness about clinical trial

Participants assume that clinical trials will be done on patients, and a male participant in his late

twenties hesitated to volunteer for the trial because he was terrified after hearing that a trial was
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conducted on healthy individuals. The one thing he was most worried about was the side effects.

He explained saying:

“I assumed every experiment will be tested or check on unhealthy individuals......I hesitated

just a little bit....... because of the side effects” (IDI: Male 28yr)

Another participant mentioned that she never heard of a clinical trial and was aware of it after the

information provided during the consent.

113

veeeend don’t have that much information until i came hear and was given

information... ... ... ”(IDI:Male 28yr)

Most of the volunteers had no information about what phase I clinical trial is except those who
had participated previously, and those with a health background also had a better understanding
of what phase I trial is. For example, a nurse working on the MDR ward explained what a

clinical trial is and how it is conducted precisely.

“when we start from the definition of clinical trial, it is applying new medicine on people or
animal’s, whether healthy or sick individuals. If you conducted an experiment on a sick
individuals it could lead to a complications, so I believe it is a right thing to try on a healthy

individuals” (IDI: Male 29yr)

5.6.2 Motivational factors
Financial motivation

According to the key informants, the main motive of healthy participants is multiple, but most of
the participants mentioned financial benefit as the most important factor. Some mentioned that
hearing rumors about the possibility of an incentive for participation led the participant to join
the study despite initially losing interest. This was primarily because they believed the incentive
might alleviate some of their financial difficulties. Others also argued that the main benefit of the

study goes to the pharmaceutical company, and the only benefit they get is the financial reward.

“It’s been a long time since I have heard about the study, but I wasn’t interested to
participate, but when my friends came here I came along with them. To tell you the truth, 1

heard when they talked that it has an incentive, ...... since I had my own reason ...... like
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shortage of money and many other problems (looking down on the ground) I decided to
register” (IDI: Male 29yr)

Most of the participants mentioned other motives, like the use of the drug for future patients, are
also motivations for healthy volunteers. Since the drug tested is used in the treatment of fungal
infections, participants related the problem as very important and needed a solution, like the
people close to them. A female participant mentioned that her daughter has a fungal skin
infection that reoccurs repeatedly, so she thought if she sacrificed herself for the drug to be tested

on her, if it was effective, it would benefit her daughter.

“Although my daughter has fungus on her skin, so I wanted to see if the medicine has a

solution for that, after it tested on me (Smile)” (IDI: Female 35yr)

On the other hand, a male participant said that he had no intention of scrifing himself for the
better outcome of the drug for future patients; he said he just wanted to know his health status

from the tests done for screening purposes.

....... Also I wanted to check my skin tolerance. I assumed my skin was sensitive to

sunlight” (IDI:Male 35 yr)

Most participants encouraged their friends or family members back home to take part in the trial,
but the majority of them declined. Some even got into arguments and were questioned about why
they would do such a thing to themselves. When a female participant encouraged her sister to
take part in the study, the sister became furious. Why would she put herself in danger for a study
like this?

“......specially my sister she was extremely mad at me. She said “What makes you sure this

drugs are safe...... how do you know that?” (IDI: Female 24 yr)

Others argued that the amount of incentive provided was not that attractive to motivate them to
participate. A participant suggested having an incentive for the possible occurrence of a side
effect, and in spite of the presence of insurance for a side effect, he considered the incentive for

the emotional support needed.
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“.....no not like that, am just saying if one of the side effect appears we would be morally
discouraged, we have been informed that we have a health insurance when ever a side effect

occure, but, in addition to that an incentives for our moral also.....” (IDI: Male 28yr)

Altruism

The other aspect is that the main reason for deciding to participate in a phase I trial is for the
purpose of helping future patients who will benefit from the drug production. A female
participant in her late thirties even thought that if she got the disease in the future, she might use
the drug and benefit.

...... because if it succeeded it would be great, because even if I get the same disease in the

long run I would use the medicine for myself or other as well”’( IDI: Female 38yr)

Others believe that the benefit not only goes to them and their close ones but also to the nation in
general because drugs exported from developed countries are expensive and not easily
accessible. A male participant in his late twenties said such traditional medicine development is

important for the nation as a whole.

...... instead of importing medicine from foreign countries its better to manufacture here by
using our own traditional medicines, because our current situation is very much tight

regarding foreign currency and to save foreign currency as well” (IDI: Male 29yr)

participant in his forties who had participated in a trial more than three times explained that the
main reason for deciding to take part in the study was because he believed that his participation

would benefit society and that it was similar to donating blood to save lives.

“I assume that participating in this study is similar with donating blood, when donating
blood it is to help peoples who need it.....so participating on this study is also similar to that
of donating blood... .... both are helping the society, that is why I sacrificed myself” (IDI:
Male 41yr)

Health status

The medical screening done at the beginning of the study is beneficial to prevent the occurrence

of adverse events, because if the participant is fully healthy, the effect of the drug may not be
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that great and the risk of the drug will be minimal. Female participant who regrets suggesting her
friends to participate, but the one thing that made her sure was the presence of the first screening

test done that will screen out the unhealthy individuals.

“But the good thing is, there is this screening before applying the ointment, Ahhhhhhh, this
diagnosis requested to screen out their skin and blood, those who has a skin problem will be
disqualified their blood also been checked as well, some of my friends found ineligible to the
study, but the physicians have prescribed medication for those who have problems on their
skin, some of them just came for one day and rejected, however they said, “ it is good for us
to know our health status even if we don’t participate. And they were happy that they were
able to know their health status” (IDI: Female 35yr)

Trust in one's own health condition because of past experience. A male participant was talking
about how dependable his immune system was and the fact that he never surrendered to disease.

He added that even if any adverse event occurred, his body could handle it.

“I don’t bother much on this kind of things even if something happens I believe that I will be
cured fast....i don’t get sick that easily and even if I get sick I mostly don’t get beat up that
much easily ....i even go to work most of the time... ... That’s the reason why I participated
even if peoples around me are saying lots of things .......... because i know myself (my

body)....” (IDI: Male 29yr)

5.6.3 Consideration during decision to take part in the study
Type of drug

Traditional herbs are most frequently used by society. The majority of the participants
considered the type of drug and how it was formulated when deciding to join the study. A
participant who has participated in different studies mentioned that he was originally from the
rural part of the country, and the herbs used to make these new drugs are used by society most
frequently, so the familiarity of the test drug made him participate without worrying too much
about the side effects.

“I grew up in the rural part of the country we have consumed these products (like

“tosign”.....) all my life I know it would not have that much of risk.....” (IDI: Male 41yr)
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One participant stated that his initial interest in taking part was sparked by his experience with
the herbal medication in addition to a friend's recommendation. However, when he discussed the
drug with his friend, who accompanied him, he expressed concern about any potential side
effects and believed the additive substance to be more harmful than the herbs used to make the
drug.
“Actually I used to think like him before, what if there was a hidden stuffs that they wouldn’t
want us to know, they hide that just to convince us to participate., but I have seen every step

on the process nothing was new or untold” ( IDI: Male 31yr)

A male participant also mentioned that this is a highly risky study because, even though the

drugs are familiar, the chemicals that are added make them dangerous.

“if it has risk like this study..... I would not participate....since this herbs are known [
decided to join.....but the chemicals used to make the drug may cause the side effect so it was

hard to decide” (IDI:Male 35 yr)
The precense of medical care any time a side effect occure

The participant relied on the medical coverege that is provided by the trial institution, and even
though the probability of risk occurrence was told to him on the consent, the provision of

medical care if any adverse event occurs was one thing that helped him decide to participate.

“va emm... as I have told you before (with loud voice) I have nothing to fear, because [
believe even if something happened to me, the institution is able to cover full medical costs”

(IDI: Male 29yr)

However, another participant stated that he did not rely on the medical care given because it
might not be sufficient for a full recovery. He even used the example of an acid spill on the skin.
The damage is permanent, and the only treatment available is supportive and preventive. He
expressed concern that if any adverse reactions result in side effects, the extent of the medical

coverage may not be entirely curative.

“Even if I encountered any side effects I would have full medical care, by the way the
medical care could not make you fully guaranteed, because its similar with pouring acid on

my skin and trying to cover my treatment expenses” (IDI:Male 35 yr)
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Scientifically proven drug

The preparation of this herbal drug involves following the procedures used to produce a modern
drug. A male participant argued that the drug was first tested on different experimental animals

before being tested on humans, so she thought the drug would have fewer side effects.

“I believe that before the drugs would not be tested on us first, there are animals that have
similar genetic make up and it will be tested on them first. Like rats and other animals, so the
medications passes through all this phases before trial, before it come to us, I know this when
I was in medical school. Even when it is applied on humans it only has a reaction, that

doesn’t direct harm that much, that how I convinced myself” (IDI: Male 31yr)

A female participant mentioned that even she uses the herbs without knowing their exact dosing
and that they use over-the-counter drugs without checking out the expiration date. But this is a

scientifically proven product for which the doses are determined and would not cause harm.

“I mean, This herbs were scientifically checked and proven before it came here, we even buy
medicine from open market without any prescription,for example there are such kinds of
trends were if someone advises you to buy any drugs from pharmacy we would buy, let alone

a medication that passed through research and many experiments”

5.6.4 Perceived disadvantage

Negative consequences
Every time the medication was administered to the participants' hands or backs, the treatments
caused them discomfort. The participant said he stepped outside of his comfort zone; he couldn't
sleep at night because of the high temperature and worried about what people at work would
think if they saw the adhesive on his back. However, because the drug application was only for a
short while, he told himself it wouldn't be an issue.
“Yaa... especially during sleep time you become more cautious, so due to that you cannot
sleep well, because during sleep time it’s difficult to be cautious about the way you sleep.
There are times that I couldn’t sleep until the end of the study. In addition to that, I used to
sleep shirt less all the time before the study, and wearing shi rt during sleep time was

uncomfortable for me..... but It was just for short period of time so........ "(IDI: Male 29yr)
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Possible side effect of the drug

On the first day after drug application, a male participant who lived with his sister and her small
children was afraid for the children in the house because he felt uneasy and worried that

something untoward would happen and that it might be contagious.

“I felt bad, but not scared, I wasn’t scared for myself, my be if it was contagious, there are

my sisters children in the house, so that made me uncomfortable......” IDI:Male 29yr

Out of all the procedures carried out during the trial, the majority of participants were afraid of
the part where the drug's reaction to sunlight was examined. This required shining direct sunlight
on the drug-applied area. The participants became anxious at the notion of this step. They were
concerned about any uncomfortable side effects or interactions between the medication and
sunlight. Even though the participants were reassured by the safety precautions in place, they
were nevertheless somewhat anxious about the test itself. They voiced worries about how the

medicine would affect their skin's sensitivity to sunlight and its intensity.

“but the exposure to the ray was a bit intimidating. We were told we'd be under the sun for
30 minutes, which made me nervous. When we were actually there, the powerful light was
unsettling. After that step, 1 felt panicked, wondering what would happen next. It was the only
part that scared all of us. Other participants voiced their fear, questioning if they could
handle it. Even though I knew it was safe, I still felt terrified” (IDI: Female 34yr)

Time inconvenience

The participant noted that his hectic work schedule made the trial time schedule difficult for him

and that he occasionally had to argue with his boss over being late to work.

“«

‘ves.. because I was always worried to get there on time , plus I work in trauma
department and patients expect you to be there on time, and you get in a fight with your
boss because of that, we have to stay here till it fully been absorbed.. to prevent contact

with your clothes and the adhesion might get removed again, this stuffs makes you

uncomfortable” (IDI: Male 28yr)
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The trial work schedule also caused difficulties for participants who traveled from far-off areas;
one participant even said that the frequent trips were inconveniencing for him and that he had

considered giving up on the study.

“time .....I had to work on Saturdays and I couldn’t come that was the most inconvenient
thing for my during the study, additionally, coming here frequently or daily makes it
difficult even if you have to go somewhere else its impossible. It was difficult for me [

almost quitted, however once am in I wanted to see the last part” (IDI: Male 35yr)

5.6.5 Barriers for healthy volunteers

Root of application of the drug

Since external application carries a lower risk than oral or injectable administration, most
participants opt for externally applied medications over these other forms of administration,
which are perceived as far more dangerous.

“the problem would be, most of them said as long as it is an ointment that would be applied

on our skin, we are ok with it, but not as a tablet or injection” (IDI: Female 35yr)

Another concern is that the participant might not be able to identify and report an adverse

occurrence in a timely manner due to the application being on her back.

“Ya—emm— she said to me there is going to be applied on my back and the other on my
hand, what worried me a lot was the one on my back, because I am unable to see it clearly
and its difficult to observe regularly, when it is applied on my back I was terrified what if
something occurs on my back” (IDI: Female 30yr)

Comunication of Final Result

The participant expressed disappointment over not receiving any communication regarding post-
trial results. Almost all participants were waiting for the final result of the trial. A male

participant expected a certificate for participation in the trial.

““

‘ves......it’s been 2 month since then...... we are still expecting. By the way there is one
other thing left, as long as we participated in this study no matter what...... we should be

appreciated (like certificate or...... ).... Because I believe this is a big research to save life, so
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anybody who is part of this study should be acknowledged, I believe only the researchers
going to be applaud (benefited)” IDI:Male 29yr).

5.6.6 Perceived community response

Societal discrimination

People said they were greedy for participating in this study because they thought they were
putting themselves in danger just for the money purpose. One participant mentioned that he was

addressed as a greedy person for participating in such study.

....... but there were many people who told me that I am a greedy person for participating in

the study” (IDI: Male 29yr)

A female participant said that she kept on participating in the study secretly because she was

afraid of the comments her friends and co-workers would give.

“he said if anything happened that up to you , I don’t care *“ lough “, otherwise I haven’t
told to anybody...because I was scared of their opinion, If something happened to me they
would say she done that for the money” (IDI: Female 30yr)

A female participant mentioned that there was a rumor at work that allowing oneself to be part of
the study was believed to be part of an experimental study similar to that conducted on

laboratory animals.

“the rumor was, some of our friends says we were like rats or sheep’s lab animals in general
I think they lack awareness about such kind of study. They make you panicked when you
listen to them, if you involve in this... .... something will happen to you they discourage you a

lot due to lack of awareness” (IDI: Female 38yr)
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6. DISCUSSION

A total of 57 questionnaire based interviews for quantitative study and twelve in-depth
interviews for qualitative study were conducted with healthy volunteers who participated in a
phase I trial, which is the first phase I trial to test a drug prepared from herbs in Ethiopia. Our
study was conducted to investigate the socio-demographic characteristics, experience, perception
(knowledge), motivations, and barriers among healthy adult volunteers participating in the phase

I study.

In the study, the majority of the participants were male 30(52.6%) in comparison to other studies
done in the US in which majority of the participants were males (19,23), in our study, the ratio
was relatively comparable; this may be due to what the participants have mentioned: the
familiarity of the drug. and also that, 77.2% of the participants thought the study was a low-risk
study. The age of the majority of participants was in the range of 31 -45 with a median of 33
years, and an IQR of 18-49 which is similar to volunteers in the US, whose mean age was 32
years (19,20) and on the contrary, participants in China and Korea were young (4,39) and also

South Africa (12).

Most of the volunteers in the study had a low income but had full-time work. A total of 52.6% of
the participants had a low monthly income of less than 2000 birr per month, which is similar to
the study done in China, where 58.8% had a low income (40), and in the US, were the majority
of income is less than 20008 (19). The majority 80.7% of the participants had a full-time job.
Participants responded that since the amount of the income is not that much satisfactory, they
need other sources of income to support their families. Most of the participants, 43.9%, had high
school and college degrees, which is similar to the study in northern Carolina, where participants
had high school or some college degree (8). On the other hand, studies in China and the US show
that two thirds and one third, respectively, had college degrees. This may be attributed to the
study's location, as the compound where the research is conducted is situated within a hospital
complex, leading the majority of the participants to be educated. This is significant because it
indicates that participants can read and understand the consent properly, helping to avoid any
ethical issues. The majority of participants (84.2%) had never participated in a clinical trial in the
past. But a study done in China showed that the majority (72.8%) of participants had previous

clinical research experience (39). Similarly, in a study conducted in Korea, 64.2% participated in
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the trial study (4). This difference may be due to the reason that Ethiopia is just on the way to

developing the number of clinical trials, there are not many trials.

The majority of respondents indicated that motivation encompasses multiple factors and is not
solely confined to a single motivation. And in this study, the majority of participants, 31
(54.4%), strongly agreed with a mean of 4.26 that their primary motivation was the presence of
financial benefit, followed by 24 (42.1%) who agreed with the contribution to the future
development of new drugs with a mean of 3.56. This is similar with a study done in Netherlands,
mentioned that the largest group of volunteers felt that contributing to science and to research
benefitting developing countries was an important motivation (41). And also, a study done in
Tanzania on herbal remedies were participants major intention for motivation was altruism (42)
and also the participants were motivated by the incentive provided on this study as majority of
study determine that financial motivation as major factor (4,39). This can be explained by the
low socio-economic status of the participants. Altruism could be the believe respondents have
that the production of an effective and safe drug or the benefit of future patients and even

themselves in the future.

The majority of respondents 32(56.1%) were unsatisfied by the incentive provided even though
some have said they have used it for certain things, but the amount is not that interesting to go
through all the trouble. On the contrary, in Korea, 94.1% of them were satisfied with the study
(4). This is due to the growing inflation in the country, and the amount provided was lower as
compared to that in Korea. For the study, where participants with low socioeconomic status are
the major participants, caution must be taken with regards to the consent and risk information
provided.

Even though most participants mention that financial benefit is the most rated motivation.
Participants were also asked to rate which factors were more important for deciding to join a
study, firstly majority 23(40.4%) agreed there decision was based on the type of drug to be
tested. Participants perceived that the type of drug that is being tested (familiarity) of the drug is
the major decision factor to enroll in the trial. Particularly for this trial of herbal remedy
participants mentioned they use them at home without any scientific approval so they thought the
amount of risk would be less. Similarly a study done on volunteers in a phase I Pfizer trial in the

US, Belgium and Singapore showed that preferences were for familiar and low risk studies and
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procedures (43). Furthermore study on three different country’s showed that other than the
money participants has considered the risk for decision making (9). And also a study in
Tanzania showed that one of the barriers for the participation on the herbal remedy trial was the
possible occurrence of risk which may be irreversible (42). The second factor that most agreed
with a mean of 3.72 that helped them for the decision making was to help future patients as it is
one important motivation and it is also a decision factor cause participants stressed that the
production of certain trials similar to this one are beneficial for the growth and promotion of
developing herbal remedies in to modern medicine. This is similar to study (4,9,24,42). In an
effort to explain the reason to help other maybe cultural and spirituality of participants. The other
factor is the presence of medical care at the trial center. In the study we found that participants
decided to join the study due to the presence of medical care during the occurrence of adverse
event. This finding is in agreement with that of previous study in United States were participants
decision was based on the competency of the CRF staff (9). Similarly another study also stated
that trust in the general research oversight system and specific phase I clinics can protect them

from harm (30).

The other important finding of the study was that participants never wanted anyone to know their
participation in the phase I trial because there was societal discouragement, and participants
mentioned the low level of awareness society has for phase I trials. Only 42.1% of the
participants told their families, and out of them, only 14.0% had a positive response. The
majority (28.1%) of them were afraid of the risk that may happen during the study. This finding
is in agreement with the study done in Korea and China were volunteers thought that public
perceptions of clinical trials were negative and that the public was uninformed about clinical
trials (4,39). Time inconvenience was not that much of a problem for the majority of participants
in this study since they were from close-by areas, but for those who came from distant areas, the
amount of compensation and the time incontinence were major challenges. This is similar to the
study in the US where time inconvenience was the major barrier for the participants in the trial
(9), and also in the herbal remedy trial in Tanzania (42) where participants mentioned that one

factor in deciding to join a trial is a flexible schedule.
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fi.1. Strengths and limitations of the study

This is the first kind of study conducted on the motivation of healthy volunteers on herbal
medicine in phase I clinical trial conducted in Ethiopia. Since the number of phase I trials being
conducted in Ethiopia are increasing, it is important to understand their motives and work on the
ethical protection of healthy volunteers. The other strength is the use of mixed-method research

to get a better picture of the question at hand.

The limitation of the study is that since only those who had been involved in the study were
involved, the opinions of the rest of the healthy volunteer may be different. The other is that
since it was an interviewer-assigned survey, there may be different biases, such as social

desirability, self-reporting, non-response biases, and recall bias.

7. CONCLUSIONS

The healthy volunteers in this study are mostly motivated by the financial benefit they receive,
even though most of the participants had full-time jobs with low monthly income. The
contribution to the development of new trial drugs is also another motivational factor Even
though the money was a motivating factor; most participants indicated that the type of drug was
the most important consideration because it would determine the risk. Because the participants
used the herbs at home, they also believed that the trial's risk was very low, and in the event that
an adverse event occurred, they mostly relied on the medical care offered. The other is the belief
of altruism: the production of herbal remedies benefit can be more effective and accessible for
society than drugs that are produced abroad, which are the main factors in deciding to join a trial.
Furthermore, participants were affected by societal awareness about clinical trials, causing them

to feel stressed after joining the trial.
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8. RECOMMENDATION

» Since the majority of the participants are from low socio-economic status the amount of
money may motivate them to participate but the trial site should be careful while
recruiting healthy volunteers the risk of the study should be clearly stated for the
participants and different evaluating materials should be prepared to test how much the
participant has understood the risk in the trial.

» Addressing the negative perception of clinical trials among the society is crucial to
protect participants from potential discrimination. This can be achieved through various
strategies, such as conducting educational training programs, organizing forums to
showcase the accomplishments of clinical trials, and enhancing post-trial access for the
community. These efforts aim to foster understanding, appreciation, and acceptance of
the valuable contributions made through clinical research.

» To enhance the convenience of participant’s time for those traveling from distant areas, it
is important to establish a flexible and accommodating time schedule that allows for the
involvement of a diverse and representative participant pool. The procedures involved in
the trial should be clearly explained and designed to be convenient for the participants.
Additionally, participants should be provided with clear and comprehensive information
regarding their health status following the conclusion of the trial. This ensures that
participants have a positive experience and are well-informed about the outcomes of their
involvement in the study.

» It is recommended that further study has to be done to explore the motive of healthy
volunteers on different type of phase I trials and also involving views of the IRB and

clinical trial site staff.
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10. ANNEX

Lf.]. Annex 1. Study tool
10.1.1 Interview Guide

The interview process will be facilitated by using the following interview guide with
interviewees. It includes a series of questions, an information page, a consent form, and the

interview objective.
Interview objective

e To investigate the experience of healthy volunteers on phases I clinical trial in Addis

Ababa, Ethiopia in 2024.
Participant selection

e Participants will be selected from healthy volunteers participating in the phase I trial, it

could be either bioequivalence or other drug tests taking place at the clinical trial

40



12, Annex 2. Participant Information sheet for qualitative

Title of the study: Exploring Healthy volunteers in phase I clinical trials: experience, perception

and ethical concerns conducted in Addis Ababa Ethiopia.

I would like to thank you for taking the time to meet today, your contribution is greatly valued.
My name is Melat Gebremedhin, master’s student in MPH in health research ethics degree at
Addis Ababa University. Currently, I am collecting data for a research project intended to
identify the motive, experience, and perspective of healthy volunteer’s on phase I clinical trials
conducted in Addis Ababa Ethiopia. Aim: To understand the different ethical issues on phase I

clinical trial
Participant selection

You are invited to participate in this study because of your experience in participating on phase I

clinical trial at the study site were the study takes place.

Study Procedure: A face to face in-depth interview will be contacted. It will take place at the
participant convenient location. The interview will likely take around 25 to 30 minutes to
complete. The interview will be audio-recorded and a note book will be used to record important
information’s.

Confidentiality: All information will remain confidential. All the responses you provide are
anonymous. Information on the report will be de-identified. You won’t be obliged to response to
any question you don’t want to respond. You have the right to withdraw from the study without
any giving any reason.

Benefit: The study may not have any direct or immediate benefit to you, but your participation is
very important for the outcome of the study and gives direction for future study and
improvement in phase I clinical trial service. And also for the cost of transportation and time

spent for the interview will be compensated with 200 ETB.

Risk: there are no foreseeable risks that you will encounter by participating in this study, except
for the time spent in participating. The interview guide may contain sensitive topic. You may
decline to answer any question that you find uncomfortable and you do not have to give any

reason for not responding to the question.
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Voluntary participation

Your participation in this research is voluntary. It is your choice whether or not to participate on
this study. If you decide to participate you will be asked to sign consent form. You can withdraw
from the study at any time even after you have signed the consent form. There will not be any

consequence or loss of benefit if you decide to withdraw from the study.

Contact information
Investigators: Melat Gebremedhin Tel: 0936960547 Mail: melatgebremedhinS@gmail.com
Dr Adamu addissie Tel: +251911404954 Mail: adamuaddissie@gmail.com

AAERC Tel: +251118342742 Mail: ahri.alerterc(@ahri.gov.et
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L% Annex 3. Consent form

I was provided on the information that the study is being conducted to know the perspective of
phase I participants, and the study has been explained to me in the language I understand and that
all information I provided will be kept confidential, I understand that participation is volunteer
and that I can withdraw at any time without giving any reason, it is explained that the researcher

may use some of the exact word of the participant but I understand that it will be anonymous,

I understand all the information given above and agreed to participate in this study by interest.

Signature of participant’s:

Date: /o

Consent provider name Date
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Lik4, Annex 4. Participants Information sheet for quantitative

Title of the study: Exploring Healthy volunteers in phase I clinical trials: experience, perception

and ethical concerns conducted in Addis Ababa Ethiopia.

I would like to thank you for taking the time to meet today, your contribution is greatly valued.
My name is Melat Gebremedhin, master’s student in MPH in health research ethics degree at
Addis Ababa University. Currently, I am collecting data for a research project intended to
identify the motive, experience, and perspective of healthy volunteer’s on phase I clinical trials

conducted in Addis Ababa Ethiopia.
Aim: To understand the different ethical issues on phase I clinical trial
Participant selection

You are invited to participate in this study because of your experience in participating on phase I

clinical trial at the study site were the study takes place.

Study Procedure: A face to face structured interview will be contacted. It will take place at the
participant convenient location. The interview will likely take around 15 minutes to complete.

The interview will be recorded on the Questionnaire.

Confidentiality: All information will remain confidential. All the responses you provide are
anonymous. Information on the report will be de-identified. You won’t be obliged to response to
any question you don’t want to respond.

Benefit: The study may not have any direct or immediate benefit to you, but your participation is
very important for the outcome of the study and gives direction for future study and
improvement in phase I clinical trial service. And also for the cost of transportation and time

spent for the interview will be compensated with 200 ETB.

Risk: there are no foreseeable risks that you will encounter by participating in this study, except
for the time spent in participating. The interview questions may contain sensitive topic. You may
decline to answer any question that you find uncomfortable and you do not have to give any
reason for not responding to the question. Refusal to participate will not affect your participation

in the current and future studies.
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Voluntary participation

Your participation in this research is voluntary. It is your choice whether or not to participate on
this study. If you decide to participate you will be asked to sign consent form. You can withdraw
from the study at any time even after you have signed the consent form. There will not be any
consequence or loss of benefit if you decide to withdraw from the study.

Contact information

Investigators: Melat Gebremedhin 0936960547 . Mail melatgebremedhin5@gmail.com

You can also contact the AAERC Tel: +251118342742  Mail : ahri.alerterc@ahri.gov.et
You can also contact Tel: +251911404954 Mail: adamuaddissie@gmail.com
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1% % Annex 5. Consent form

I was provided on the information that the study is being conducted to know the perspective of
phase I participants, and the study has been explained to me in the language I understand and that
all information I provided will be kept confidential, I understand that participation is volunteer

and that I can withdraw at any time without giving any reason.

I understand all the information given above and agreed to participate in this study by interest.

Signature of participant’s:

Date: /o

Consent provider name Date
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Iiei, Annex 6: Code book: Research on exploring healthy volunteers perception and
motivation in phase I clinical trial

Code book: Research on exploring healthy volunteers perception and motivation in phase I clinical trial

Theme Categories Codes Description What it covers
Participant Awareness, Prior exposure, source | How participant Includes volunteers
impression on | Source of of information, understand what awareness and source
phase I trial advertisement ,knowledge clinical trial is and of information about
how they get the clinical trial
information
Motivation of | Financial, Family support, Financial | Explain about what Includes all different
healthy Gain knowledge, benefit, motivates volunteers | motives of participants
volunteers Altruism, health Health cheek up, societal | to participate in the
cheek up benefit, change the trial
community, future
patients, curiosity
Consideration | Competency of the Dosage, Eligibility, Explains about what | Includes all possible
during research team, Type | familiarity, Local drug options or list of consideration
decision to of drug, production, Self-reliance, | consideration has the | taken in to account to
take part in Health status, Insurance of study, volunteer taken in to | join a trial
the study Scientifically proven, | national benefit, consideration before
dependency, decreased deciding to take part
initial interest, production | in the study.
process
Perceived Negative Burning sensation, little Explain about the Includes the what the
disadvantage | consequences, Time | itching, discomfort, risk participants participants perceive as
inconvenience, scarify, Disturbed sleep, encounter while the possible
Possible Side effect Additional substance, participating in the disadvantage of
of the drug worry, side effect, less study participating on a
time, herbal trial
contagious(contracting
the disease ),
Barriers for Confidentiality, Accessible, Expectation, | Explains what Includes all possible
healthy . . Transport cost, concern, barriers volunteers barriers participant
insufficient . . . .
volunteers secret, site of application, | face in the study face during the study
compensation, Root | unappreciated, Adequacy
of application of the of thg incentive,
emotional support,
drug, Comunication
of final result
Perceived Social pressure, , misunderstanding, greedy, | What the society Includes different
community societal Experimental animal, thinks of them aspects of stress
response discrimination, Judgment, Awareness, participating in a trial | brought up on
consultation, Angry, peer participants by the
pressure, society
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L%+7 Annex 7. Qualitative question guide

S/N | Questions Probing
1 Before participating in this trial, how did you understand
what a clinical trial is and what it involves?
2 What motivated you participate in clinical trials?
3 Before participating, did you ask someone else’s opinion | To participate or not to?
about your participation? How did they react regarding your
participation? What reasons did they give?
4 How do you consider the financial reward in this clinical | In evaluating the importance of
trial? the financial incentive, what
factors do you take into account?
5 In your evaluation of the consent information presented
before participating, how do you perceive the adequacy and
clarity of the provided information?
6 What factors are you considering importantly when you
make a decision to participate in clinical trial?
7 How do you consider the inconvenience/ discomfort in
relation to the information provided before trial?
8 How would you describe your level of satisfaction or
dissatisfaction with the procedures during the trial phase?
9 What were your emotions regarding the potential Did any side effect on you during

occurrence of a significant complication during this trial?

the trial

Or did any other participants tell
you if they have encountered any
side effect
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Questionnaire 1D

Date of interview

Part 1-Sociodemographic Information
S/N Questions Options/ answers Skipping
101 Age
102 Sex 1. Male
2. Female
103 What is your current Marital status 1. Single
2. Married
3. Divorced
4. Widowed
104 What is your current employment status 1. Student
2. Full time
3. Part time
4. Unemployed
105 What is the highest educational status you | 1.Can read and write
have attained 2.No education
3.Primary
4.Secondary
S5.Tertiary and above
106 What is your average monthly income
107 What is your current occupational status 1. Student
2. Full time
3. Part time
4. unemployed
108 What is your current type of residence 1.With family as a family
dependent
2. As a head of the family
3. Alone
109 Housing condition 1. Family-owned
2. My own house
3. Rent house
4. Dormitory (if university
student)
Part 2. Experience and perception in clinical trials
202 How many times did you participate in | 1.0One
clinical trial including this one? 2.Two
3. More than three
203 What motivated you to participate in | Grade 1-5 points

clinical trial?

(1 very low, 2 low, 3 average,
4 high, Svery highly)

Because I can contribute to making9a




progress of medicine by discovering new
knowledge

Because I can get a chance to have a free
health check-up

Because 1 have curiosity about clinical
trials

Because I can receive financial reward for
participation

Advice from family and friends

204 Would you participate in the trial even | 1. Yes I would
though you didn’t receive any financial | 2. I am not sure
reward 3. No I would not
205 The way of acquiring information about | 1. Though the poster and | Can
the trial notification select
2. From staff of the hospital or | multiple
clinical trial items
3. From former participants
206 Before participating did you ask someone | 1. Yes, I asked opinion mmmmm) | Q #207
else opinion about your participation 208,
209,
210
2. No, I Didn’t ask opinion sy Q #211
207 Whom did you ask opinion about your | 1. family member/partner Can
participation 2. friend select
3. health professional multiple
items
208 How did they react regarding your | 1. Almost all said yes
participation 2. some said yes but some no
3. Almost all said no
4. All said no
209 If they recommended you mnot to | l.risk ofclinical trial
participate what was their reason? 2. perception of genie pig
3. Miss work or school
210 If they recommended you not to|1.Yes
participate did they have any experience
participating in a clinical trial before? 2. No
211 How do you consider the final reward in | 1. satisfactory/good
the clinical trial you participated 2. Reasonable
3. Unsatisfactory/bad
212 What factors do you consider important in | Grade 1-5 points

deciding to join the clinical trial

(1 very low, 2 low, 3 average, 4
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high, Svery highly important)

Risk in health from adverse events to
investigational drugs

Length of participating period in clinical
trial

Frequency and type of procedures and
examination in clinical trial

Loss of income to be acquired unless you
participate in clinical trial

Type of drug

The time it takes for the procedure

For helping future patients

The presence of medical care at the CRO

214 | Which particular Grade 1-5 points
(1 very low, 2 low, 3 average, 4
high,)
Herbal drug
Particular study/Procedure
Better Payment
Root of application
217 | Was your actual experience in this trial | 1. Yes
different from the information provided | 2. No
before your participation during consent
219 | How did you fill about the occurrence of | 1. I never feel that possibility
serious complication during the trial 2. Occasionally 1 feel that
possibility
3. I feel that possibility for a
significant period of time
220 | Would you participate on a healthy volunteer | 1. Yes, I would
clinical trial again? 2. I am not sure
3. No, I would not
221 | what do you think the amount of risk 1. none
2.low
3.medium
4.high
5.very high
222 | Do you think you’re safe from harm? l.yes
2.1no
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L*5 Annex 8. Amharic version informed consent
ATGE +AT4 PTG E aolB AS POI°I°rF 79L.01m,

a9 AG 7 V1.0 mC 25, 2024
ARGk CON: NARN ANN AFE%P PAANYLS. NTROC& AL NA LN aN4PF PSR NY

£PLETY : AGRLT IFHM AT PAYIROINC FEEF THAN =

Hé ARISTH 1H NADAS AGRAATTU ADSALT PACNP ANTPES NMID P+NNZ ya-: NI
MAT INLAREYT ANAAL NASN ANN BRLACAt NMST mFHT J°CI°C AT9°9NC N MPH
PAN+CH +as F: NAUF 1H NASN ANN AFCRP @AM N+HRLIM PRLE ATE AALhP
NPT MT N LPLET PATIRANC FEETY ADRAPY PFAN P9RCIRC TEENT aolE
APANANN @

GAM:- NG ATE NALNE >N AL PATT PHAPR PVY FRAINC FEPTF ATRLST

P+NFL ToCon,

NHU M5+ AR A1LHA+E +INHPA TPNTLET DG+ N+HNYLNF NPT+ NF NATA ATE
AALN® aNg. AL PARA+E AGRE NA AR

PRGT L8+ N08 N &t ALF PTRLL A TPMES R155 A= NHAFLD TR NF AL
PNTMTA. $A ML ATIMTHE N25 ANN 30 L£SPT ANNN, ADNE LFAA: $A-OME L
NEITRS P+b8 AT ANAAL AOLEPTY AMREST TN FDA LA+ MEPIE AL LarAA: PAGH
P PEM-T ATRARAN P+HIE, MPEPFT ATS AN EMPPA AT ARLE NARSE AT NTINFDA
21+C NABMe9e BANANA.

POAML-RTH: AID OLEPT A AMLP ATLUT L& PA: ATE PAM-T JRART AGR-RAN
TF@: NL7CE AL PAD- ABLE K FMPIR. IRAR COAMF ATYHLART ATIITM-I° M P

goAR PADAME 18,3 ARFCNPHIC: PA TOYI° PNYPF NG+ PAD@-MF BN AP
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PPIF: DT+ AACNP TPIT° ALYTT PG IR P 4MT MPI° ALPLM LFAATIIC 7Y
PACNP +ATE AMG+k @Mt NMIR ANLAT 10 AT ADLLT mGT AT NAEA AL NALhP
PA™N4 A1AINTF APAAN APMen, LAMA: AT8 T ATEINTCF M, AT APA-PM LR
P B 16 N 200 NC 2NLAA.::

NI%: NHU DFT @AM NARA+E PaY P IMma™PH A 7aD+ Paq T N JFF PAGRE NADA+E TH,
NAL@ NA+PC: PPA PMER MPLPTF MAMNLPIFT PAD- CON ALH SFAX: POYLADFEPHY
MITDTI° M PE ATRARAN AR, TAT EFAA AT AP PRM TPAR PAILAM-NT JO79°

geNY P+ APAMT PANPFIC: AGRA+E & $LF AATUPT AT NAT AT MLLT NTLLTF MG
AP PAPTY +AFE hRI8a-ge::

N&.PLATF +ATE

NHU meF @A PAPT +ATE N PLATF 1M NHU MTF AR RA+E MEID AATRA+E
PACNP JoCeb, 10 AAPA+E NDAF PNTRIRTT $& AL ATRLLA™ EMP P PATRIRTF $R.T
N&.a™ N3ATR NPT NMITD-I° 11 NhT+ O-MF EFAN: NG+ ACPD-MT hdAF
goyIe ALIT MMt METR HPMMPIRTF R LFGIP::

P N+ ¥ NAT AL A Emba

+a04a94: AT 7TNLAP LYY 0936960547 NATRA : melatgebremedhin5@gmail.com

A8 9" P AAERC IRB NAN €MC +251118342742 NA.T%A: ahri.alerterc@ahri.gov.et

A8 IR AC ABAD A8 A, NNAN ML +251911404954 NA.TRA: adamuaddissie@gmail.com
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L% Annex 10. Amharic version consent

0TSk AoeAtE POI°F°1t 71000, PR

DT PMNLLM- PIRYLE AL HAFLPTFT ATIDS AP A28 +AFFTAT MT+HI® NIOLE M-
£IR +NACPATA AT PPLNNT AOLE A NTNDE ATRTMNP +LEFALT +AFED-9°

NE.PL%7F AT NTYYE@9° 1H, 990 oYL+ AATAR AP@M+ ATLICFA +7THNLAU::

DAL P+IARAET aRZEPT NA-r +LEFAL ATT® NHU BT @-ND N&ATT AMA+E
+hemIeFAU-=

P+AFLPTF &CTT:

ATRIRTE|T PALATRD. AD- ¢
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ATGE +AJ4 PTG E avll AG POFTrT T1L.910.
a9 AG 7 V1.0 mC 25, 2024

ARGk CON: NARN ANN AFE%P PAANYLS. NTRO& AL NA LN aN4PF PSR NY

£PLETTY : AGRLT IFHM AT PAYIROINC FEEF TUAN =
Hé AP TF 1H NADNAS. AGRA9TTFU AMBALT PACNP ANTPEL NMIR P+hNZ 1@ Hay

MAT 1NLMEEYT ANAAL NABN ANN RLNCAL NMST MTHT JRCIRC N19°NC N MPH
PAN+CA +S 7F= NALF 1H NA&N ANN AFEREP BN N+HRLIM- PLLE ATE NALNE
anNPF MG N LPLETF PAITRINC F8EFT AGRAPT 3NN PIRCIC TCERT dolE
APANANN: 10»:

GAM:- NG ATE NALNE >N AL PATT PHAPR PvY FRAINC FEPTF ATRLST

P+NF4L ToCen

NHU M5+ AR ATLHA+TE +INHPA TPNTLHET DG+ N+HNYLNF NG+ NF NAGFA ATE
AALN® 0>-Ns AL PARA+E AGR L NAAR

PRGT YR 1 NO8 MNP & ALYt PTULLLT $A PMES L1955 A N+AFLM TR NF AL
ENTmTA. $A ML ATIMTPP NS LePPTF ANNN, ABNE BFAA: PRTF D PR
AGRARAR P+HIE M PEPFT ATLARAN EMPPA AT ABLE BANANA:

PPAMERT1H: AR AOLEPT MAMNLP ATRUPYE £& LA AT PAM-T JPART NIP-AAN
TF@: N7 Ch AR PAD- OBZE AL FMBIR. JRAR COAMT ATIFL AT ATRIFD-I° M Pp
gRAR PARAMY 91,3 AREPCNPTIR: PA GRG0 IPRY O+ NG+ PADMMA DN AAP
PPIF: DGR AACNP TO19° ARTF +GTIR BT LMT mPIR ALFLM BFAATIIC 17
PACNP +ATE ADG+H DMt NMI® ANLAT 18- AT ADLLT DT AT NN&EA ATS AA LN
PA™Ng- A1A1AF ARARA APMen, BAMA: AT8 U ATEINTCF Deh, AT APA-CPM LG

PR BEMm 1H N 200 NC £hEAA.::
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NIt NHU DT @-ND NMRA+E P09 L IMma-PF A 70D+ Py T I+ F PAGRI NADA+E 1H
NAL® NNtPC: PPA APMER MPEPTF MNADLPIT PAD- CON ALH £FAN: PR LARFEPTY
MITDTI° D PR ATRARAN ATPN, TAT LFAN AT AP PRM- J°AR PILAMNT F7I°
goNTPF AAMT PANPFIR: ACRATE £ P LT AATUT AT NAT AT MELT NTYLLTF MEHF
@-ND PAPTT +ATE ALISD-IP::

N&.PLATF +ATE

NHU DT AP PAPT +AFE NP LATT 10 NHU MG AL PA+E DLIP AATRATE
PACNP goCeb, 1M AARA+E NMAF PNTRIRTF P& AL AR L LA™ EMPPA: PATRIRYT PR
N&.ca™ NEAFR NPT NTRIF@-9° 1H g+ @Mt 2FA = NG+ AdRD-MT NDAR
goyIe ALIT MMt METR NPT MPRTF R LFGIP::

m Pt NAetT hT NAT AhE4A Emepa

+a04.a4: AT TNLAP LYY 0936960547 NATRA : melatgebremedhin5@gmail.com
A78.U-9° P AAERC IRB NAN €MC +251118342742 NA%A: ahri.alerterc@ahri.gov.et

A8 IR AC R8O K8 A NNAN £MC +251911404954 NA.TRA\: adamuaddissie@gmail.com

M TE LFAN
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OTGE Acotg PATI°1+ T, PR

MG+ P NLLM: PIROC-& ATE tAFLPTFT AOPANNT ATIDS aeUPRY a8 +ARFAT Mo+
NgoLem YL +NLCFATA AT PPLNNF A28 A NTAMDC ATLTMNS +LEFALT N
NY 4&PLE AT NMIT@MI° 1H I°I9° JPATLT AATAR PD-MF ATLIPFA +aRsL.mm/m-
PO PHAFLMT FAAAT PA AMPa> AL TFA +NECEHA 11C 17T QY+ ATL
ML FOP ATRTMUPT +LEFAU

NAL PHIARTY ORZBEPTF NAoA +/EFAU AT9R NHU FF @A NEATF AMRA+E
+HTIRF AU

P+AFLPTF &CTT:

NFRIRI+T PALATR M (G- : ¢
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I li» Annex 11. Amharic version questionnaire
h&A1e+NFL amLs

1.NHYU né @-AD NARA+EP NF NALIE Tne o7 ATRULT AT 927 AT2M PR+t

A8t t8?
2. NAALNR NPT @-ND PARA+ENT PRI ET ToTL7T 102

3. NAA+EP NLF NA ACAP +AFE PAA A® ANTLPT ML PPA? NA ACAP +NFE J°7 JRAR
AM-? A+E ATLAANY NAPN4G: 97 IPATLTF AM-? CPA+E ATEAANPT ALmed™i hH U
N&F NAALNP NPT @D PARA+E ATRL 1NLFD-?

4. P17HN (P4L57FN) MNLFFOT ANLALTF 79090 PHEET 11CF 992 @A PAINA?

5. NARA+&P N&F PhLN@M-TF PAJRIRIT ABLE (\7aR9d™E PH/NM-T ABLE N1t AT IARTT

AT8T PRFA?
6. NAALNP a>ns. @A AdRA+E AL A PLCT PTEERT 11CTF NRI® 17C ALMF 10-?

7. NHU a™>Né >N PIMARPF AR e NARAHEP NLF NPLMHF ABZEPT P+AP INC?

8. N*+tATEP @PT PINCHT #MLF PHLARNT @EIR PA+IFPF 17C INC ?

9. NHU a™he @&+ ALMéE ATLTA FIACT LAt Nt 927 1NC?
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t.%

mnPP

FPAR

AN+PPT

101

0L

102

AF

1. 0%
2.0

103

ALY PAUNT/A PINF Uit 92187 Y0

1. PAIN

2. 21N

3. P4

4. N4 P9°+N+/Nt

104

AUT PAUNT PRS- Ut 27 RAPAALN

1.+t9¢

2. P H,
3.PF+C& 1H
4. P& A

105

PLITF N&+E PFIRUCT 848 o1 L 10>

1. QINAG AOR&

P F4A

2. t9RUCT PAGR

3.99

4.A+E 828
5.0°AF2 AG NH.P NAL

106

ATNE MCYR NP NFT 10>

107

AUT PAUNT Pa-P £/8 9o £ADAAQ

1.+t9¢

2. P H,
3. P+C& 1
4. & A

108

AUT PAPT PORSLL ARTT

1.nN+nNN 2c¢
2.ANF
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201 | 2UYY s 9PC NAALNR a™Né >N N T 1. A7
1 +ATL PA? 2.UAT
3. "N+
4.N¥NT NAL
202 | 203 NAALh® a=he @A PA+4NT 1% 1-5 11N
gonNy ot 9 e T YMm-?
1. 9°A7P+9° A8 AN AR TFT NI T T
AUNIRT AL 1T ANTPRA ML 29 ATAAL
2. 9201 0RIP 19 PMeT FRLARL ATRE ALTA
@95t AFAAL
3. PR P+HID NA NALNP a>NPTF POy
Rt AAT
4. 927 P+H9° A+ATE P7IHN AATYT 99T+
ATAAL
5. AT
203 | gm%9™ £77HN NATITF NLPNAIE NANED- AL | 1. AP ALCIAL
LA+4Ak 2. ACIME AL LALFIP
3. AL hAd AI9m::
4. AA
204 | (A Fiek a8 PR Tt a7 1. 70+C AT MAME P N ATE
nuUyge NAL
2. NPATFHA AetHETFT mege ango/
3. g +AFLPTF
4. A
205 | haeA+&P Nt NA ACAP +ATE PAA - 1. APT AN+ PP MPPh-:
ANT PP MLPPA 2. A&, ANTPPF AAMPP NI
206 | DA ACNP +ATE AN+PPF PMPhT 1. PtAN ANA/NALZN
2.38%
3. PM& NAT™P
4. PATINR/PEC &AD
5. AA Nt ALPTY
ago/m &FAA:
207 | PACOPT +ATE NHARANT 92T IRAR AM- 1. AR AT L FAN AP Ak

2. AT18IRTF AP 9T A8 AR
AL LATD Afk:

3. AR AT B FAN REUPT9
b¥aut
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4. Ao hEEATR Afb:

5. AA
208 | A78FTATE NAPAGLY PN L FF M- 927 INC? 1. PAALN® a™Nne- kLD
2. PE'L AATY ) THN,
3.9&%%F ¢ MEIR F9°UCH
n+
4.nn+ Ce
5. AA
209 | A18FATE NAA4U NHU NEF NAALNR aNns. | 1. AP UA9R P9 +AFLPF
@AM PARA+E AR L YNE-FO-? TF@-
2. A181RTE PP AR +AFLPF
TFm-
3. h8, PP qP +AFLLPT
AL LAgD
4. ACIMEG A2 LAU9D
5. AA
210 | NHU hALhP a™he. PaDgnZAm-7 AATYT 1. AMIN/ M4
AT8T £aPAN+FA 2. PN F+P
3. AR IN, PALY / PR
4. AT
211 | P77HN NATYTT AdDIgR9R P+EET ANK AT 1) 1-5 1
11CF 90t N PAINAE
NakF® AN+ ANN PgRCans. an ey $F
NMS AL NI+
NAALNP ané @-NH PARA+& 1H CHARY
NAALN® a>hg M- £99999°R AT PAWEC
9 849%F AG goCaDe.
NAALN® a>hs @-ND NA+A+$ NA+PC PN,
M
AA
212 | NAPA+EP NEF AP EP PAD-T aDLE AT T 1. hN& NAL
992F M- PATNA 2.N¢
3.N® ARRAGD
4. MNA_
213 | NAALNP >N-m N ATEA+HE DAY 1 1-5 1

ALECT P71 ANEATL ATRUF PNNA
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h pgecang. ae eyt A AR AN+ NULPT

PENFHRT £99999PA AT AMPAL PAALhP
a-ng. 11

NAALNP a™Nng- @AM 999190 R AT PAWLC
YL%TF AG 9OCADLPT QLT

PAR$NA 1H AT P7THAN AATIT A2 M7

AT

214 | NHU =N LIMTFUF haeA+4&FU N T 1. AP P+AP INC
N$sNm- a2 8 e+AP INC
2. R2T PHAP RATNZID
215 | ANAPY NAA+EP NLF AT NGA PADT ARYT £91A%
216 | N&CE 1.2+ Nt h+AM@m a8 oC N+PPH 1. N+1740- £
P+ M@ FC AT8T A5 TUF 2. Nt+1740- 9C +aPAAL
3.han/B NAL
4. AA
217 | NHU N N+ATE 1H 907 PUA Zn+PA 7m 1-5 Y]
IR ARLET AT AOROR FF5 aDA7 PPT
ARLI TAFLPT DN
paCan/PF hapANNT A NPt
AJRCIRC ADIATPPTF AT ARAL PP T
haecays oc a1y Tt
AT
218 | NHU ™Ne-P N+ATRNT @PF 907 PUA AChF | 1 1-5 4

hdtNTPTGR:

PaRe Y1t ANT8RC

PLgP Gam-g
PANA AT PANLPL FoCADL

goo)
ARCE AT AGRAR FF 0747 PPF

NARCaLPF IC AT FIF

AT
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219 | Na™hs.a- @PF NNE FoIC NA+ET AYLT 1. LU ALY A2 FA L& 9P
qeAY ALNTFgD
2. RAE RAR P ALA BATITA
3. LU AZA A+ 1H PUA
LATT A=
4. A
220 | M5 NPT PNY LA AALN® a™Ng- A1815 | 1. APT ALCIPAL
A+ BLAIN? 2. ACIME AL LALRIP
3. h2, hALCo9D
4. AT
221 | HOPRFP MLIP 32RFP NAGA ATE AN AL | 1. AP, A2CIAL
AT8.A+4 EADALA? 2. ACIME AL 2ALFIP
3. h2, hkALCo9D

4. ANt
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