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Abstract

Introduction: Over the past few years, there has been a noticeable surge in clinical trials and investments in
research worldwide. However, close observation reveals that research activities, especially clinical trials, lag in
Ethiopia and Africa. As per the data provided by Clinical Trials.gov, Ethiopia stands at the 8th position in Africa
with just 85 registered trials, which is relatively low compared to other countries. The Pan African Clinical Trials
Registry (PACTR) Consistently ranked Ethiopia 5th in Africa, with 74 registered trials. In contrast, the Interna-
tional Standard Randomized Controlled Trial Number Registry (ISRCTN) has placed Ethiopia in the 9" position
with only 18 registered trials.

Methods: We searched the World Health Organization (WHO)International Clinical Trial Registry Platform for
all trials with at least one recruitment center in Ethiopia. The results were exported in XML format, and a descrip-
tive rational database was formed.

Result: As of March 3, 2025, 502 trials have been registered in the World Health Organization International
Clinical Trial Registry Platform. It was found that 41.6% (209) of the trials were registered at Clinicaltrials.gov.
Most registered trials completed recruiting; approximately 45.8% (230) and 56.4% (283) of the studies were regis-
tered retrospectively. Our update found a shift in the disease focus. Infectious and other disease conditions
(including surgical, endocrine, and anesthetic) accounted for more than 50% of the trials. There has been an intro-
duction of pragmatic and other designs. Local investors' involvement in sponsoring trials increased by 10%.
Conclusions: We described the landscape of trials conducted in Ethiopia between January 2017 and March
2025. The number of registered clinical trials tripled compared with the period from 2000 to 2016. Although the
country is the second most populous in Africa, it remains underrepresented in the number and diversity of clinical
trials available. There is a need for more investment from governmental bodies in clinical research in Ethiopia.
Furthermore, collaborations are needed to find solutions to the current infectious disease threats faced by the
country.
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Introduction

Several studies have highlighted the challenges of con-
ducting clinical trials in Ethiopia and other African
countries. These issues stem partly from clinical trials'
specific requirements and relate to broader obstacles
affecting research in general. Such obstacles include
inadequate physical infrastructure, lower prioritization
of research in academic institutions, limited university-
industry partnerships, scarce funding sources, minimal

experience with clinical trials, a lack of fair incen-
tives for researchers, and insufficient institutional
support structures to facilitate clinical trials at vari-
ous levels (1-3).

There are many opportunities in Africa despite the
presence of serious diseases such as HIV/AIDS,
malaria, tuberculosis, acute respiratory infections,



and diarrheal diseases. These diseases affect approxi-
mately 25% of the population and have high mortali-
ty rates (4). This presents an opportunity for research-
ers to trial new drugs and treatments to help those
living with chronic conditions and battle serious ill-
nesses.

Recently, there has been an increase in the number of
clinical trials and research investments. However,
research in general and clinical trials in Africa has
fallen behind (1). Despite Africa's high population,
there is a significant underrepresentation of clinical
trials in this region (5). A 2018 report showed that
only 20-30% of global clinical trials were conducted
in lower- and middle-income (LMIC) countries and
less than 10% in sub-Saharan Africa (6). This signi-
fies a similar range of 3% to a recent report published
in 2024 (7). By 2050, Africa's population is projected
to be 2.5 billion, more than 25 % of the world's popu-
lation (8). This highlights the urgent need for in-
creased investment in research and clinical trials in
Africa to ensure that healthcare services are tailored
to meet the needs of the continent's diverse popula-
tions.

According to Global Data figures, the global percent-
age of clinical trials started and completed in Africa
between December 9, 2012, and March 8, 2023, was
2.2%. Of the 5,071 clinical trials conducted during
this period, the majority occurred in Egypt, totaling
2,910. Focusing solely on clinical trials in sub-
Saharan Africa, the total amounts to 1,925 or 1.45%
of the global total. Within sub-Saharan Africa, the
most trials were recorded in South Africa with 930.
Nigeria was the next highest, with 169, followed by
163 in Kenya and 160 in Uganda (9).

The number of clinical trials in Ethiopia by the end of
2022 was 449, representing 0.06% of the total (10).
In 2014, the number of registered clinical trials in
Ethiopia accounted for only 1.5% of all clinical trials
in Africa, most of which focused on infectious diseas-
es (1). After a thorough review of three different
registries published in 2021 found that certain coun-
tries in the region had more clinical trials registered
than others. According to Clinical Trials.gov, Ethio-
pia ranks 8th in Africa with 85 registered trials. Addi-
tionally, the Pan African Clinical Trials Registry
(PACTR) places Ethiopia in 5th position with 74 reg-
istered trials. In comparison, the International Stand-
ard Randomized Controlled Trial Number Registry
(ISRCTN) ranks Ethiopia 9th with 18 registered trials
(11). This review aimed to analyze patterns of clinical
trials registered in the WHO-ICTRP for Ethiopia
from January 01, 2017, to March 3, 2025.

Methods

Data Source

This study provides a surveillance analysis of clinical
trials in Ethiopia. The research aims to examine and
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characterize the clinical trials conducted in the coun-
try. Information was sourced from the WHO Interna-
tional Clinical Trials Registry Platform.

Search and inclusion

We thoroughly searched the WHO International Clini-
cal Trials Registry Platform, which includes more than
20 data providers such as CTG, PACTR, and
ISRCTN. The initial search was performed between
May 1-22024. An updated secondary search was con-
ducted between March 12-13, 2025. Our objective was
to identify all clinical trials involving human subjects
registered from the WHO International Clinical Trials
Registry Platform and conducted in Ethiopia from
January 1, 2017, to March 3, 2025.

Data Extraction

Data were extracted from the WHO International Clin-
ical Trials Registry Platform in XML format. They
were then used in Microsoft Excel, where descriptive
analysis of the elements collected assessed the number
of studies or percentages for further categorization and
analysis.

Result

Studies were identified from ICTRP databases. An
advanced search in the database was employed to fa-
cilitate the screening process. As a result, a total of
1,084,680 studies were identified as of March 3, 2025.
Out of these, 104,645 were duplicates and removed
prior to screening. Following this, the remaining
980,035 records were screened, and none were
dropped due to lack of retrieval. The same number of
records was sought for eligibility according to the pre-
determined criteria. During this review, 979,533 rec-
ords were excluded for the following reasons: records
not from Ethiopia (n=979,400) and records registered
before January 1, 2017 (n=133).

Finally, 502 records met the inclusion criteria and
were retrieved for data extraction and descriptive anal-

ysis (Fig 1).
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Figure 1: PRISMA flow chart diagram that shows the study selection process

A descriptive analysis was conducted on the included
studies. An analysis was performed on the number of
clinical trials registered between January 1, 2017,
and March 3, 2025. The results are presented in a
line graph (Fig 2), which shows that during the year
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Figure 2: Registered clinical trials per year

2023, there were 88 trials registered. This was the
highest number of registered trials compared to the
previous periods. However, by 2024, there were 74
registered trials, and only 12 were recorded in 2025.
It is important to note that these data only account
for the first two months of 2025; therefore, the actu-
al number of trials for 2025 is still unknown.
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It was found that most of the registered trials complet-
ed recruiting, which was approximately 45.8% (230). It
was also found that 56.4% (283) of the studies were
registered retrospectively, while 43.6% were registered
prospectively. Of all registered trials, 78.7% (395) had
an intervention, while the remaining were observation-
al. Among the interventional trials, the most used study
design is a parallel design followed by a factorial de-
sign, which constitutes 68.1% (269) and 9.1% (46),
respectively (as shown in Table 1).

Table 1 shows that 27.5% (138) of registered trials had
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Figure 3: Phases of Clinical Trials in Ethiopia
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a patient sample size of over 1001, whereas 50% of
reported trials had a sample size of 200 or more pa-
tients. Among the registered trials, 12% (60) are
completed with results.

Among interventional trials, 14 were conducted in
Phases 0. However, Phase IV had the highest number
of trials, with a total of 39, which was significantly
more than that of any other phase. It is important to
note that no registered trials were conducted in Phase
I/I1, as indicated in Figure 3.
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Table 1: Characteristics of Studies

Recruitment Status N %
Completed 230 45.8
Ongoing 103 20.5
Enrolling by invitation 8 1.6
Pending 92 18.3
Active but not recruiting 36 7.2
Withdrawn 8 1.6
Unknown 25 4.9
Registration Status

Prospective 219 43.6
Retrospective 283 56.4
Study Type

Interventional 395 78.7
Observational 107 21.3
Study Design from Interventional

Single group 24 6
Parallel- 269 68.1
Factorial 46 9.1
Crossover 16 4
Sequential 10 2.5
Step wedge 1 0.3
Pragmatic 2 0.5
Not specified 27 6.8
Sample Size

0-100 92 18.3
101-200 70 13.9
201-500 117 233
501-1000 85 16.9
>1001 138 27.5
Current Status

Ongoing 442 88
Completed with result 60 12




Many of the trials, accounting for 41.6% (209), were
registered on clinicaltrials.gov, closely followed by
those registered on the Pan African Clinical Trials
Registry (PACTR), which represented 40.4% (203).
In contrast, the fewest trials were registered with the
European Union Clinical Trials Register (EU-CTR),
REBEC (Brazilian Clinical Trials Registry), and
Thailand Clinical Trials Registry (TCTR), with each
registry hosting only 0.2% (1) of the total trials.

Table 2: Source of register and Trials per location
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Furthermore, an analysis of the geographical distribu-
tion of the included trials in Ethiopia revealed that
75.5% (379) were conducted exclusively within Ethi-
opia. In comparison, only 5.8% (29) of the trials were
conducted in Ethiopia and other African countries, as
shown in Table 2.

Source Register N %
ANZCTR 10 2
Clinicaltrial.gov 209 41.6
CTRI 26 5.1
European Union 1 0.2
ISRCTN 38 7.5
PACTR 203 40.4
REBEC 1 0.2
ChiCTR 3 0.6
GCTR 5 1
IRCT 5 1
TCTR 1 0.2
Trials per location
Ethiopia 379 75.5
African Countries 29 5.8
Global 94 18.7
Legend and links:

ANZCTR (Australian New Zealand Clinical Trials Registry) - http://www.anzctr.org.au/
ClinicalTrials.gov (United States Registry) - https://clinicaltrials.gov/

CTRI (Clinical Trials Registry- India) - http://ctri.nic.in/Clinicaltrials/login.php

EU Clinical Trials Register (European Union) - https://www.clinicaltrialsregister.eu/
ISRCTN (National Institute for Health Research) - https://www.isrctn.com/

PACTR (Pan African Clinical Trials Registry) - http://www.pactr.org/

REBEC (Brazilian Clinical Trials Registry) - http://www.ensaiosclinicos.gov.br/
ChiCTR (Chinese Clinical Trial Registry)- https://www.chictr.org.cn/indexEN.html
GCTR (German Clinical Trial Register)- https://drks.de/search/en

IRCT (Iranian Registry of Clinical Trials)- https://irct.behdasht.gov.ir/

TCTR (Thai Clinical Trials Registry)-

10.5% (53) (Table 3).

44.8% (225) trials were conducted in an adult popula-
tion of, while 12.7% (64) were conducted at multiple
ages. However, only a small percentage of trials have
been undertaken in neonates4.4% (22) and school-aged
adolescents 8.5% (43). A small number of trials con-
ducted research in under five age groups, which is

As Table 3 shows, 64.9% (326) of the trials were
conducted with both males and females. However,
only 1.8% (9) of studies were conducted with male
participants.



Table 3: Characteristics of participants

Gender N %

Male 9 1.8

Female 138 27.5

Both 326 64.9

Unspecified 29 5.7

Age

Neonates 22 4.4

Under 5 years of age 53 10.5

School-age and adolescents 43 8.5

>18 years 225 44.8

Multiple age group 64 12.7

Not Specified 95 18.9
Ethiopian academic institutions that largely funded 18.9% (95) of clinical trials in Ethiopia, making them
32.8% of the total (165) were the primary funding the third dominant primary funder. Government bod-
source of trials in Ethiopia. Non-Ethiopian Universi- ies funded 3.0% (15) of trials. A notably small num-
ties were the second dominant funder, with 24.1% ber of trials, 3.9% (20), were self-funded (Figure 4).
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Figure 4: Number of trials by funding type



Infectious and other disease conditions (including
surgical, endocrine, and anesthetic) accounted for
more than 50% of the trials. There were 20.9% (105)
trials in obstetric and gynecologic conditions, and
14.5% (73) indicated malnutrition and nutritional

Other (NCD..), 134 Infectious Diseases, 121
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interventions as a condition being studied. In compar-
ison, 5.9% (30) indicated psychiatric and mental
health conditions, 4.1% (21) stated neonatology and
pediatric diseases, and 3.5% (18) indicated cancer
(Figure 5).

Nutrition, 73

Psychiatric and
Mental Health, 30

Figure 5: The distribution of clinical trials registered from Ethiopia by health conditions

The Infectious disease conditions investigated found
that of the 121 trials, tuberculosis was the most studied
condition with 18.1% (22) trials, the second most stud-
ied condition was malaria with 16.5% (20) trials, fol-
lowed by COVID-19 with 14.0% (17) trials. There
were 10.7% (13) trials on leishmaniasis and 7.4% (9)
trials on HIV. Interestingly, trachoma, intestinal para-
sitic infections, and bacterial infections occurred in
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16.5% (20) of the trials. The minimum number of
trials investigating filariasis, leprosy, and diarrhea
occurred in 2.5% (3) trials, while pneumonia and
hepatitis B each accounted for 4.9% (6) trials. Hep-
atitis C, undifferentiated fever, measles, and head-
lice each accounted for 0.8% (1) trials (Figure 6).
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Figure 6: Trials evaluating infectious diseases
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Discussion

From 2017 to 2025, there has been a substantial in-
crease in the number of clinical trials conducted in
Ethiopia. A comparison of this period with the years
2000-2016 reveals a significant difference in the
quantity of registered trials. During the 2000-2016
period, only 145 clinical trials were registered (12).
According to our study, the number of registered clin-
ical trials in Ethiopia has increased to 502. This indi-
cates a massive growth and development of clinical
research within the country. The data shows that the
number of clinical trials has more than tripled in re-
cent years, indicative of positive progress in Ethio-
pia’s healthcare research sector.

However, the update also revealed that approximately
7.2% of these studies had not initiated recruitment.
This is a significant decrease from a previous study,
in which 12% of the trials were not recruiting (12).
There has been a noticeable increase in the recruit-
ment and initiation of trials following their registra-
tion. The data also highlight that although the number
of registered trials was high, recruitment initiation
was comparatively low. This may delay the comple-
tion of the studies and affect the overall outcome of
the research. Another study also showed that of 2579
eligible trials, 481 (19%) were either terminated for
failed accrual or completed with less than 85% ex-
pected enrolment, seriously compromising their sta-
tistical power (13). The reason for non-recruitment
could be over-optimistic recruitment estimates, too
narrow eligibility criteria, lack of engagement of re-
cruiters team, lack of competence/training/experience
of recruiters, insufficient initial funding, and high
burden for trial participants and patients were not
randomized due to other reasons (14,15). However,
the database does not report the reason for non-
recruitment. Methods used to encourage recruitment
and retention were also documented by different re-
searchers and categorized as patient contact, patient
convenience, support for recruiters, monitoring and
systems, incentives, design, resources, and human
factors. The utilization of mobile reminders and open
trials rather than blinded studies was noted. Imple-
menting these techniques will likely enhance the re-
cruitment rate in clinical trials (16,17). Our study also
demonstrated that 52% of trials were registered retro-
spectively, potentially introducing bias and other
methodological issues. Another study similarly indi-
cated retroactive prospective trial registration occurs
in one in 50 trials. Furthermore, retrospective regis-
tration is disclosed and explained only in a small pro-
portion of retrospectively registered studies (17,18).
Transparent registration reporting is crucial for miti-
gating the introduction of bias in future research.

Ethiopia has a high burden of both communicable
(such as malaria, tuberculosis, HIV/AIDS) and non-
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communicable diseases (NCDs), such as DM, hyper-
tension, cancer, and other cardiovascular diseases
(19). The latter was estimated to have caused 43% of
deaths in 2019 (20). Many clinical trials conducted in
Ethiopia have primarily focused on infectious diseas-
es (1). Our update found that over a quarter of all
clinical trials registered in Ethiopia are focused on
infectious diseases. Among all infectious diseases,
tuberculosis is the most studied, accounting for
18.5% of trials. In the previous study, malaria had
been the most frequently researched disease, account-
ing for 10% of trials (12). The fact that TB is the
most common infectious disease being studied is not
surprising, given that Ethiopia has one of the highest
TB burdens in the world. According to the World
Health Organization, Ethiopia ranks seventh among
the 30 countries with high TB burdens (21). The
country also has a high incidence of malaria, which is
the second most common infectious disease being
studied (22).

Noncommunicable diseases, such as cancer, mental
health disorders, malnutrition, neonatology and pedi-
atric cases, obstetric and gynecological issues, surgi-
cal conditions, anesthetic complications, and endo-
crine disorders, account for more than 70% of the
total registered trials. A previous study found that the
most common trial was related to malnutrition among
non-communicable diseases (12). However, updated
data reveal that there has been a significant increase
in the number of obstetric and gynecological non-
communicable conditions. This highlights the grow-
ing need for research and the importance of identify-
ing effective treatments and preventative measures
for these conditions.

Trial registries now contain records of studies that
incorporate step wedge, crossover, and sequential
designs, which were not previously used. These new
designs offer more advanced and sophisticated ways
of assigning participants to different groups, going
beyond the traditional methods of parallel, factorial,
and single-group assignments. These new designs are
a marked departure from the conventional parallel,
factorial, and single-group assignment techniques.
They are gaining popularity owing to their ability to
provide more robust and comprehensive results (23).
Incorporating these designs into clinical trials is cru-
cial for improving the quality and precision of re-
search. It also offers numerous opportunities for ap-
plications in future assessments. However, to ensure
that reporting and data analyses are more consistent,
a standardized approach is necessary (24).

Traditional randomized controlled trials are designed
to answer questions under ideal conditions with strict
controls to reduce heterogeneity (i.e., explanatory or
efficacy trials). In contrast, pragmatic trials evaluate
interventions under typical real-world care conditions



(i.e., effectiveness and implementation trials) (25).
While both types of trials have their merits and limi-
tations, it is essential to note that pragmatic trials
have been underrepresented in previous studies (12).
Our recent update has found a new pragmatic trial
that was never mentioned before, underscoring the
importance of promoting this methodology in re-
search. Despite their importance, the number of prag-
matic trials conducted is still insufficient, and more
effort is needed to promote and encourage their use in
clinical research.

According to our update, over 60% of the clinical
trials conducted in Ethiopia have a primary sponsor
outside the country. This means that more than half
of the trials were supported by non-Ethiopian organi-
zations. A previous study showed that more than 70%
of clinical trials in Ethiopia were supported and/or
conducted by non-Ethiopian organizations, mainly
academic institutions (12). However, a positive shift
has occurred towards local institutions taking a more
active role in clinical trials. This is evident from the
increase in the number of Ethiopian organizations
that are now the primary sponsors of clinical trials
(26). This trend is a positive step towards strengthen-
ing local institutions' capacity to conduct and sponsor
future clinical trials.

It is important to note that the data within the registry
had certain limitations. For instance, approximately
20% of the records lack age information, which can
potentially restrict inferences drawn from the data.
Furthermore, gender specifications were not provided
in 5.6% of the records, and the study design was not
specified in 4.8%. Lastly, the primary funding
sources were unknown in 2.3% of the records. These
limitations should be considered when interpreting
the results as they may affect the generalizability and
robustness of the conclusions drawn from the data.
Conclusions

Between 2017 and 2025, the number of registered
clinical trials tripled compared with the period from
2000 to 2016. However, the number and variety of
clinical trials available are limited. Pragmatic and
other designs have been introduced. Local investors'
involvement in sponsoring trials increased by 10%.
Our update found a shift in disease focus, with obstet-
ric and gynecologic cases primarily conducted from
non-communicable diseases. In terms of infectious
diseases, TB is the primary disease, whereas in previ-
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ous studies, malaria has been noted as the primary
disease.

Additionally, COVID-19 trials were included follow-
ing the pandemic, which was absent in previous stud-
ies. These findings highlight the dynamic nature of
clinical trials and their significant potential to shape
both clinical practices and health policies. As the
landscape of clinical research continues to evolve, it
becomes increasingly important to understand how
these trials can influence decision-making in the
health system. To fully grasp the lasting effects of
these initiatives on public health, further research is
essential, providing insights that can guide future
health interventions and policies.
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