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Abstract

Background

Adverse drug reactions (ADRs) are a significant cause of morbidity, mortality, and increased healthcare
costs despite the benefits of drugs. In Ethiopia, ADR reporting remains low, indicating underreporting and
weak pharmacovigilance. Therefore, this study aimed to assess the knowledge, attitude, and practice of
community pharmacists toward ADR reporting in Addis Ababa, Ethiopia.

Methodology

A community-based cross-sectional study was conducted in December 2025 among community
pharmacists in Kolfe Keranio Sub-city, Addis Ababa, Ethiopia. Community pharmacies were selected
using a survey sampling method, and data were collected from pharmacists through a structured, self-
administered questionnaire assessing knowledge, attitude, and practice of ADR reporting. The collected
data were checked for completeness, coded, and entered into Microsoft Excel, where descriptive
statistics were used for analysis and results were presented in tables and percentages.

Results

A total of 103 community pharmacies participated. Among respondents, 73 (70.9%) could differentiate
ADRs from side effects, while only 37 (35.9%) felt adequately trained in ADR reporting. Most
respondents, 90 (87.4%) and 87 (84.5%), were aware of the national ADR reporting system and reporting
forms, respectively. Overall, about 70% demonstrated good knowledge and 90% showed a positive
attitude, though reporting practice was low.

Conclusion

A clear gap exists between pharmacists’ knowledge and positive attitudes toward ADR reporting and
their actual practice, with low reporting and counseling rates. Key barriers especially causality
uncertainty, workload, and low motivation contribute to under-reporting, indicating the need for practical
training, clear guidelines, and improved reporting systems.

Trial registration

‘Not applicable’

Contributions to the Literature

e Adds context-specific evidence on pharmacovigilance challenges in Ethiopian community
pharmacies, where data are scarce.

e Shows that improving knowledge alone is insufficient, emphasizing the need to address behavioral
and system-level drivers of ADR reporting.
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e Highlights key operational barriers, including uncertainty in causality assessment and workload
pressures, affecting routine reporting.

¢ Informs public health strategies by identifying practical interventions to strengthen ADR reporting
and improve medication safety in low-resource settings.

BACKGROUND

Drugs play a crucial role in the prevention, diagnosis, and treatment of diseases, as well as in reducing
symptoms and improving patients’ health and quality of life. However, their use is not without risk, as
medications can produce unintended and sometimes harmful effects. These harmful outcomes are
referred to as adverse drug reactions (ADRs) (1). The World Health Organization (WHO) defines an ADR
as “any noxious, unintended, and undesired effect of a drug that occurs at doses normally used in
humans for prophylaxis, diagnosis, or therapy” (2). ADRs are a major global health concern and are
among the leading causes of morbidity, mortality, and poor therapeutic outcomes (3).

ADRs can also be described as harmful or unpleasant reactions that may require prevention, specific
treatment, dose adjustment, or withdrawal of the drug (4). It is important to distinguish ADRs from
related terms such as side effects and toxic effects. Side effects may or may not be dose-related and
can occur through mechanisms different from the intended therapeutic action, whereas toxic effects are
usually dose-dependent and represent an exaggerated pharmacological response. Although the terms
“adverse effect” and “adverse reaction” are often used interchangeably, they differ slightly in perspective,
with adverse effects viewed from the drug’s perspective and adverse reactions from the patient’s
perspective (5). Regardless of terminology, these effects pose serious challenges to patient safety and
healthcare systems.

Globally, ADRs contribute significantly to hospital admissions, prolonged hospital stays, increased
healthcare costs, and preventable deaths. A study conducted in the United States reported that
approximately 108,000 patients died due to ADRs and 2.2 million experienced adverse reactions to
properly prescribed drugs (6). Studies from China, Northern India, and Italy have shown that healthcare
professionals often have inadequate knowledge regarding ADR reporting, contributing to underreporting
(7-9). In contrast, countries with strong pharmacovigilance systems, such as Sweden, report
approximately 500 ADR cases per million population annually (10). Namibia reported 126 cases per
million population (11), whereas Ethiopia reported only 249 cases between 2002 and 2007 and 307
cases between 2007 and 2012, indicating significant underreporting (12).

In Ethiopia, ADR reporting is guided by national pharmacovigilance regulations, which require all
healthcare professionals including physicians, pharmacists, nurses, and others—to report ADRs. This
responsibility also extends to private health institutions, non-governmental organizations, and charitable
facilities. Timely reporting is essential to ensure data accuracy and reliability; therefore, suspected ADRs
should ideally be reported while the patient is still in the healthcare facility to allow clarification through
further assessment (12,13). Despite these guidelines, ADR reporting remains low. Studies indicate that
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although healthcare professionals encounter ADRs in practice, reporting rates are minimal. For example,
one study found that none of the professionals who encountered ADRs reported them to the responsible
authority (1,14). Common reasons for underreporting include the perception that the reaction is not
serious, belief that it is already known, uncertainty about causality, lack of time, forgetfulness, and
inadequate knowledge of reporting procedures (2,15).

The burden of ADRs in Ethiopia is likely substantial due to widespread irrational drug use, misuse of
antibiotics, preference for injectable medications, use of traditional and herbal medicines, and extensive
self-medication. Additionally, genetic and environmental factors may influence drug responses, and
studies suggest that the Ethiopian population may have distinct genetic characteristics that could
increase susceptibility to ADRs (3,16).

Healthcare professionals’ knowledge, attitudes, and practices (KAP) play a critical role in ADR reporting.
Knowledge levels vary across countries, with studies from China, Northern India, and Italy reporting low
levels, while higher levels have been observed in countries such as the United Kingdom, Nigeria, and
Australia (17-19). In Ethiopia, knowledge of ADR reporting among healthcare professionals has been
reported to be moderate, with approximately 50.6% demonstrating satisfactory knowledge (20).

Attitudes toward ADR reporting also differ. Some healthcare professionals demonstrate positive
attitudes, recognizing the importance of reporting in improving patient safety, while others show
negative attitudes. Studies from Hong Kong and the United Kingdom indicate generally positive attitudes
among pharmacists, although actual reporting rates remain low (21). Conversely, negative attitudes have
been observed among physicians in Nigeria, Germany, and Canada (22).

In terms of practice, many healthcare professionals are able to identify ADRs but fail to report them.
Studies indicate that although a majority have encountered ADRs, reporting is limited due to lack of
knowledge on reporting procedures or where to submit reports (23). For instance, research in China
found that 62% of doctors had encountered ADRs that were not reported, while studies in India showed
that only 43% of participants were aware of reporting systems (24).

Several factors contribute to underreporting, including lack of access to reporting forms, insufficient
knowledge on how to report, lack of motivation due to poor feedback systems, and logistical challenges
such as absence of reporting contacts. Pharmacists often assume that ADRs are already known, while
nurses commonly cite lack of time as a barrier (25). To address these challenges, strategies such as
regular training, improving access to reporting tools, strengthening feedback mechanisms, centralizing
reporting systems, and increasing awareness through drug safety information have been recommended.

Community pharmacy professionals play a vital role in ADR detection and reporting, as they are often the
first point of contact for patients. Assessing their knowledge, attitudes, and practices is essential for
identifying gaps and strengthening pharmacovigilance systems. Therefore, this study aims to assess the
knowledge, attitude, and practice of community pharmacists toward ADR reporting in Addis Ababa,
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Ethiopia. The findings are expected to support policy development, enhance professional training,
improve ADR reporting rates, and ultimately contribute to better patient safety and healthcare quality.

METHODS AND MATERIALS
Study Area and Period

This study was conducted among community pharmacies in Kolfe Keraniyo, one of the 11 sub-cities in
Addis Ababa. The sub-city covers an area of 61.25 square kilometers and has a total of 150 pharmacies
and 78 drug stores. The study period extended from August 2025 to January 2026.

Study Design

A community-based cross-sectional study design was employed to assess the knowledge, attitude, and
practice (KAP) of community pharmacy professionals regarding adverse drug reaction (ADR) reporting.
This design involves collecting data at a single point in time, making it suitable for determining the
current status and prevalence of KAP among participants. It is cost-effective, time-efficient, and
appropriate for studies conducted under limited resources. However, it does not establish cause-and-
effect relationships.

Study Population

The source population for this study included pharmacy personnel working in selected community
pharmacies of Kolfe Keraniyo sub-city. The study population consisted of pharmacy professionals who
were available at the selected community pharmacies during the data collection period and were willing
to participate in the study.

Sample Size and Sampling Technique

The study was conducted among community pharmacies located in Kolfe Keraniyo sub-city, Addis
Ababa, Ethiopia. The sample size was determined using the single population proportion formula, where
n, represents the initial sample size, Z is the standard normal value at a 95% confidence level (1.96), P is
the estimated proportion of the study variable, and d is the margin of error set at 5% (0.05). In the
absence of prior similar studies, the value of P was assumed to be 0.5 to obtain the maximum sample
size. Using this formula, the initial sample size was calculated to be 384.

After applying the correction formula, the sample size was reduced to 114 pharmacies. However, due to
limitations related to time, financial resources, and logistical feasibility, it was not possible to include all
114 pharmacies. Therefore, a total of 103 community pharmacies were included in the study. During the
data collection period, all 103 selected pharmacies participated, resulting in a response rate of 91.2%.
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According to available records, there were 114 registered community pharmacies operating in the sub-
city during the study period, and the inclusion of 103 pharmacies was considered adequate to provide a
representative assessment of knowledge, attitude, and practice (KAP) regarding adverse drug reactions
(ADRs) among community pharmacy professionals while remaining feasible within resource constraints.

A simple random sampling technique was employed to ensure that each community pharmacy had an
equal chance of being selected. This approach minimized selection bias and improved the
representativeness of the sample, thereby enhancing the generalizability of the study findings to
community pharmacies in Addis Ababa. In each selected pharmacy, one pharmacy professional (either a
pharmacist or druggist) who was present at the time of data collection and consented to participate was
included in the study.

Inclusion and Exclusion Criteria

All pharmacy professionals working in community pharmacies within Kolfe Keraniyo sub-city were
included in the study. However, those who were not willing to participate or who were on leave during the
data collection period were excluded.

Study Variables

The dependent variables in this study were knowledge about ADR reporting, practice of ADR reporting,
and attitude towards ADR reporting. The independent variables included age and sex of the participants.

Operational Definitions

Adverse drug reactions (ADRs) are harmful and unintended effects occurring at normal drug doses.
Community pharmacies are retail drug outlets operated by pharmacy professionals, and pharmacy
personnel are diploma- or degree-holding professionals working as dispensers in these settings.
Knowledge refers to understanding of ADRs, with scores = 75% classified as good and < 75% as poor.
Attitude is the disposition toward ADR reporting, with scores = 75% considered positive and < 75%
negative. Practice refers to the application of knowledge, with scores = 50% indicating good practice and
< 50% poor practice.

Data Collection Methods and Materials

Data were collected using a self-administered questionnaire developed specifically for this study based
on relevant literature and prepared in English to address the study objectives; the questionnaire is
included as a supplementary file. It comprised sections designed to assess socio-demographic
characteristics as well as the knowledge, attitude, and practice of community pharmacy professionals
regarding Adverse Drug Reaction (ADR) reporting in Kolfe Keraniyo.
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Three pharmacy students were recruited to assist with data collection and supervision, and data were
collected at times deemed convenient to reach participants at their workplaces. Only individuals who
voluntarily agreed to participate were included in the study, and clear instructions regarding the purpose
and objectives of the study were provided by the data collectors. Participants were advised not to
consult or share information with others while completing the questionnaire to ensure the integrity of the
responses. The questionnaires were distributed and subsequently collected upon completion.

Data Processing and Analysis

The collected data were checked for completeness, accuracy, and consistency during and after data
collection. Data analysis was performed using Microsoft Excel. Descriptive statistical methods, including
frequencies and percentages, were used to summarize the data, and the results were presented in
tables.

Data Quality Management

Pre-testing was conducted on 5% of the study population before the actual data collection. Based on the
results of the pre-test, appropriate adjustments were made to the questionnaire. During data collection,
all completed questionnaires were carefully checked to ensure completeness and consistency of the
information provided.

RESULTS
Socio-demographic characteristics of respondents

Most participants were female (59.2%), under 35 years (= 89.3%), and held a diploma (33.9%) or
bachelor’s degree (62.1%). The majority were pharmacists (72.8%) with 1-10 years of experience
(91.26%), seeing 10—-30 patients daily (70.87%) within 5—10 minutes per consultation (64.08%) and
working = 8 hours (65.1%). Although 89.3% were introduced to ADR reporting during undergraduate
study, only 35.9% received further training, indicating gaps in ongoing professional development. High
workload and limited resources may contribute to under-reporting, highlighting the need for regular
training and improved access to reporting tools (Table 1).
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Table 1

Socio-demographics of pharmacy personnel working at community pharmacies

10

Variables

Type

Sex

Age

Profession

Highest level of education

Year of experience

Minutes to attend a patient

Patients per day

Working hour per day

Do you introduced to ADR in your undergraduate study
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values
Private
Male
Female
<25
26-35
36-45

> 45
Pharmacist
Druggist
Diploma
Bachelor
Other
<Tyr
1-5
6-10
>10

<5
5-10
11-15
<10
10-30
31-60
61-90
>90

<8

28

Yes

Total
103
42
61
45
47

28
35
64

68
26

22
66

73
23

36
67
92

percentage
100%
40.8%
59.2%
43.7%
45.6%
8.7%
1.9%
72.8%
27.2%
33.9%
62.1%
3.8%
5.8%
66.02%
25.24%
2.91%
21.36%
64.08%
4.85%
4.85%
70.87%
22.33%
0.97%
0.97%
34.9%
65.1%
89.3%




No 11 10.7%

11 Do you get seminar/training on ADRs reporting Yes 37 35.9%
No 66 64.1%

Knowledge on ADRs Reporting

Overall, respondents demonstrated generally good knowledge of ADR reporting, with about 72-75%
showing adequate understanding. Most were familiar with pharmacovigilance (79.6%), the national
reporting system (87.4%), and the ADR reporting form (84.5%). The majority correctly identified Ethiopian
Food and Drug Authority (EFDA) as responsible for receiving (73.8%) and monitoring (94.1%) ADR
reports, and recognized pharmacists as key reporters (86.4%) and conventional medicines as reportable
(81.5%). However, notable gaps remained, including poor differentiation between ADRs and side effects
(29.1%), limited awareness of ADR documentation at marketing (44.6%), and low recognition of reporting
for vaccines/blood products (13.6%) and herbal medicines (3.9%). These findings indicate the need for
continuous training to strengthen pharmacovigilance knowledge and practice (Table 2).
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Table 2
Knowledge of respondents about ADR reporting

Variables
Do you think that an adverse drug reaction is
the same as side effect

Do you know the term pharmacovigilance
(ADR)

Do you know the existence of a national ADR
reporting system?

Do you know the ADR reporting form?

Do you think that ADRs are well documented at
the time a drug is marketed?

Where are the reports for ADRs supposed to
be sent?

Which profession is required to report
suspected cases of ADRs?

What reactions should be reported?
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Value

Yes

No

Yes

No

Yes

No

Yes

No

Yes

No

MOH

EFDA

PFSA
KOLFE-FDA
EPA

Others
Doctors
pharmacist

Nurses

Traditionalists

others

Those due to

conventional
medicines

Those due to
vaccines and blood

products

Those due to herbal

medicines

Total
30
73
82
21
90
13
87
16
46
57

76

22

10
89

84

14

4

percentage
29.1
70.9
79.6
20.4
87.4
12.6
84.5
15.5
44.6
55.4
0.97
73.8
1.9
21.3
1.9
0
9.7
86.4
1.9

1.9
81.5

13.6

3.9




Those due to medical 1 0.97
devices
9 Who do you think is primarily responsible to Pharmacists 76 73.7
remind and follow up with patients about the
side effects of drugs they are given? Physicians 25 24.2
Nurses 1 0.97
Others 1 0.97
10  Whom do you think is responsible for MOH 2 1.9
monitoring ADR in Ethiopia
EFDA 97 94.1
EPA 4 3.8
others 0 0

Attitudes on ADRs reporting

The attitude of community pharmacy professionals toward ADR reporting was found to be positive.
Approximately, 90% (93) of respondents showed a positive attitude toward ADR reporting. Among this
study pharmacists demonstrated strong positive attitudes toward ADR reporting. The majority
recognized it as a professional duty (94.2% agreed) and agreed it should be done regularly (97%). They
also valued its importance for patients (67.9%), the public (64.1%), and the healthcare system (66.9%).
However, a significant barrier was a misconception about causality, with 88.3% believing a reaction must
be confirmed as drug-related before reporting. This highlights a need for targeted education and clearer
guidelines to convert their supportive attitudes into consistent reporting practices (Table 3).
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Table 3

Attitudes of respondents about ADR reporting

Statement

ADR should be reported regularly

ADR reporting is part of the duty of health professionals

Reporting drug safety is important for the public

Reporting drug safety is important for the patient

Reporting drug safety is important for the healthcare system
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Categories
Strongly Agree
Agree

Neither
Disagree

Strongly
disagree

Strongly agree
Agree

Neither
Disagree

Strongly
disagree

Strongly
disagree

Agree
Neither
Disagree

Strongly
disagree

Strongly agree
Agree

Neither
Disagree

Strongly
disagree

Strongly agree
Agree
Neither

Disagree

Frequency
70(67.9%)
30(29.1%)
3(2.9%)

0

0

65(63.1%)
32(31.1%)
5(4.8%)
1(0.97%)
0

66(64.1%)

23(22.3%)
9(8.73%)
3(2.9%)
2(1.94%)

70(67.9%)
23(22.3%)
6(5.82%)
2(1.9%)
2(1.9%)

69(66.9%)
23(22.3%)
4(3.9%)
3(2.9%)




10

There is a need to be sure that an ADR is related to the drug
before reporting

Only ADRs of prescription drugs need to be reported

Only ADRs that cause persistent disability or incapacity
should be reported

Reporting of ADR should be voluntary

Community pharmacists can contribute to the detection and
reporting of ADRs
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Strongly
disagree

Strongly agree
Agree

Neither
Disagree

Strongly
disagree

Strongly agree
Agree

Neither
Disagree

Strongly
disagree

Strongly agree
Agree

Neither
Disagree

Strongly
disagree

Strongly agree
Agree

Neither
Disagree

Strongly
disagree

Strongly agree
Agree

Neither
Disagree

Strongly
disagree

4(3.9%)

51(49.5%)
40(38.8%)
6(5.8%)
4(3.9%)
2(1.9%)

11(10.67%)
14(13.6%)
16(15.5%)
52(50.5%)
10(9.7%)

10(9.7%)

16(15.5%)
13(12.6%)
39(37.9%)
24(23.3%)

34(33%)

28(27.2%)
14(13.6%)
15(14.5%)
12(11.6%)

45(43.9%)
36(34.9%)
12(11.6%)
6(5.8%)
4(3.9%)




Reasons for not reporting ADR

The main barriers to ADR reporting were uncertainty about the drug—reaction relationship (Strongly
Agree 33.9% + Agree 49.5%), concerns about patient confidentiality, lack of motivation, and perceived
workload. Although most respondents recognized the importance of ADR reporting and were aware of
the national system, these factors continued to limit consistent reporting, indicating the need for
targeted training and supportive pharmacovigilance strategies (Table 4).
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Table 4

Reason of respondents for not reporting ADR

Statement

Need to be certain of the association between the drug and

ADR

Reporting ADR is a breach of patient confidentiality

One report makes no difference

The reporting form is not available adequately

There is no national ADR reporting system
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Categories
Strongly agree
Agree

Neither
Disagree

Strongly
disagree

Strongly agree
Agree

Neither
Disagree

Strongly
disagree

Strongly agree
Agree

Neither
Disagree

Strongly
disagree

Strongly agree
Agree

Neither
Disagree

Strongly
disagree

Strongly agree
Agree
Neither

Disagree

Frequency
35(33.9%)
51(49.5%)
6(5.9%)
7(6.8%)
4(3.9%)

10(9.7%)

36(34.5%)
17(16.5%)
27(26.2%)
13(12.6%)

1(0.97%)

17(16.5%)
22(21.3%)
45(43.7%)
18(14.5%)

8(7.8%)
34(33%)
30(29.1%)
26(25.2%)
5(4.8%)

5(4.8%)

17(16.5%)
20(19.4%)
41(39.8%)




6 Reporting is not useful to the patient

7  Reporting creates an additional workload

8 Lack of motivation for reporting

Practices on ADRs reporting

Strongly
disagree

Strongly agree
Agree

Neither
Disagree

Strongly
disagree

Strongly agree
Agree

Neither
Disagree

Strongly
disagree

Strongly agree
Agree

Neither
Disagree

Strongly
disagree

20(19.4%)

5(4.9%)
8(7.8%)
9(8.7%)
41(39.8%)
40(38.8%)

10(9.7%)

23(22.3%)
25(24.3%)
29(28.1%)
16(15.5%)

12(11.6%)
42(40.8%)
20(19.4%)
21(20.3%)
8(7.8%)

The practice of ADR reporting among community pharmacy professionals was low. Only 32.1%
encountered ADR cases in the past 12 months, and just 26.2% had ever reported an ADR, indicating
substantial under-reporting. Reports were mainly directed to pharmacy heads (25.2%), with fewer sent to
the Ethiopian Food and Drug Authority (18.4%) or the Ministry of Health Ethiopia (14.5%), and none to
manufacturers. Patient counseling was inconsistent, with 31.1% never advising patients and only 21.3%
doing so regularly. Overall, despite reasonable awareness, poor reporting and counseling practices
highlight the need for targeted training, improved reporting access, and strengthened pharmacovigilance

systems (Table 5).
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Table 5

Respondents state of practice on ADR reporting

Variables
1  Have you ever encountered patients with ADRs in your
pharmacy practice, in the last 12 months?

2 How many patients with ADR did you see during the last 12
months?

3  Have you ever reported adverse drug reactions?

4  To whom did you report?

5 How often do you advise your patients on possible adverse
effects of drugs you dispensed?

Categories
Yes

No

1

2

3

4
>4
No
Yes

No

Pharmacy
head

Manufacturers

KOLFE-FDA
EFDA

MOH
Others
Usually
Sometimes
Rarely

Never

Frequency
33(32.1%)
70(67.9%)
25(24.3%)
15(14.5%)
9(8.7%)

4(3.8%)

4(3.8%)

46(44.6%)
27(26.2%)
76(73.8%)
26(25.2%)

0

7(6.8%)
19(18.4%)
15(14.5%)
36(34.9%)
22(21.3%)
37(35.9%)
12(11.6%)
32(31.1%)

Comparison of Knowledge and Practice of ADR Reporting

This bar graph illustrates the discrepancy between knowledge and practice of ADR reporting among
community pharmacy professionals. While a high proportion of respondents demonstrated good
knowledge particularly regarding pharmacovigilance (79.6%), the national reporting system (87.4%), and
ADR reporting forms (84.5%) the actual practice of ADR reporting was considerably low. Only 32.1% had
encountered ADR cases and just 26.2% had ever reported them, with regular patient counseling also
limited (21.3%). This highlights a significant knowledge—practice gap in ADR reporting (Fig. 1).
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Barriers to ADR Reporting

This pie chart presents the major barriers influencing ADR reporting among respondents. The most
prominent barrier was the need for certainty about the causal relationship between the drug and the
reaction (83.4%), followed by lack of motivation (52.4%), concerns about patient confidentiality (~ 44%),
and perceived workload (~ 32%). These barriers persist despite generally positive attitudes toward ADR
reporting, contributing to the observed under-reporting in practice (Fig. 2).

DISCUSSION

This study examined the socio-demographic characteristics, knowledge, attitudes, barriers, and practices
related to adverse drug reaction (ADR) reporting among community pharmacy personnel in Kolfe Keranio
Sub-City. The findings provide a comprehensive picture of pharmacovigilance activities at the community
pharmacy level and reveal a consistent pattern: while awareness and attitudes toward ADR reporting are
generally favorable, actual reporting practices remain suboptimal. This gap has important implications
for patient safety and the effectiveness of the national pharmacovigilance system.

The socio-demographic profile of respondents indicates that the community pharmacy workforce is
predominantly young and relatively early in their professional careers, with most holding diploma or
bachelor’'s degree qualifications. A large proportion were pharmacists with fewer than ten years of
experience. This composition suggests that the workforce is academically prepared and potentially
adaptable to new practices. However, structural challenges within the work environment appear to limit
their performance in pharmacovigilance activities. High patient flow, extended working hours, and short
consultation times reduce opportunities for thorough patient assessment, medication review, and
detection of potential ADRs. In such busy settings, priority is often given to dispensing efficiency rather
than clinical monitoring, which may lead to missed or unrecognized adverse reactions, as reported in
similar settings (1,4).

Although most participants were introduced to ADR reporting during their undergraduate education, only
a minority had received additional in-service or continuing professional training. This highlights a gap in
continuous professional development, which is essential for reinforcing knowledge and translating
theory into practice. Previous studies have similarly shown that limited practical training contributes to
weak pharmacovigilance engagement (4).

In terms of knowledge, respondents demonstrated generally good awareness of pharmacovigilance, the
national ADR reporting system, and reporting tools. Most correctly identified the Ethiopian Food and
Drug Authority (EFDA) as the authority responsible for receiving and monitoring ADR reports, and
recognized pharmacists as key reporters. This aligns with findings from studies conducted in Ethiopia
and other developing countries (11,12).

However, important knowledge gaps remain. A notable proportion of respondents could not clearly

distinguish ADRs from side effects, and awareness of reporting requirements for vaccines, blood
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products, and herbal medicines was limited. These findings suggest that knowledge is often superficial
rather than comprehensive, which may result in selective reporting and missed ADRs (12).

Attitudinal assessment revealed generally positive perceptions toward ADR reporting, with most
participants recognizing it as a professional responsibility and an essential component of patient safety.
This is consistent with findings from studies conducted in Hong Kong and the United Kingdom (18).

Nevertheless, a key misconception was identified: many respondents believed that ADRs should only be
reported when causality is certain. This misunderstanding of spontaneous reporting principles may
discourage reporting of suspected ADRs and contribute to under-reporting, a challenge also highlighted
in previous research (19).

Several barriers to ADR reporting were identified, including uncertainty about causality, concerns about
patient confidentiality, workload pressures, limited motivation, and inconsistent access to reporting
tools. These barriers reflect both practical and perceptual challenges that reduce participation in
pharmacovigilance systems. Similar constraints have been widely reported in the literature (20,21).

Workload and time limitations appear particularly influential, as busy pharmacy environments often
prioritize dispensing over documentation. In addition, lack of confidence in identifying ADRs and fear of
incorrect reporting further contribute to low reporting rates (21).

In practice, ADR reporting was notably low. Only a small proportion of respondents had ever reported an
ADR, and most reports were made internally rather than to regulatory authorities such as the Ethiopian
Food and Drug Authority. Patient counseling was also inconsistent, with many professionals rarely
advising patients about potential adverse effects. This limits early detection and further contributes to
under-reporting (19).

The gap between knowledge, attitude, and practice observed in this study is consistent with findings
from Ethiopia and other developing countries, where awareness does not necessarily translate into
action (20). This highlights the need for interventions that focus on practical implementation rather than
knowledge alone.

Overall, while community pharmacy professionals demonstrated acceptable awareness and positive
attitudes toward ADR reporting, pharmacovigilance practice remains inadequate, highlighting the need
for a multifaceted approach to strengthen reporting. Key strategies include continuous, practice-oriented
professional training, improved access to reporting tools, enhanced collaboration with the EFDA, and the
introduction of simplified or electronic reporting systems. Encouraging direct reporting to regulatory
authorities, integrating routine patient counseling into daily pharmacy practice, and providing supportive
supervision with feedback mechanisms are also critical to improving reporting behavior. Addressing
these gaps through targeted educational and system-level interventions is essential to enhance
pharmacovigilance, ultimately improving medication safety and healthcare outcomes in community
pharmacy settings.
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CONCLUSION

The study reveals a critical gap between pharmacy professionals' awareness of ADR reporting and their
actual practice. Although most participants demonstrated good knowledge of pharmacovigilance
systems and held positive attitudes toward ADR reporting, actual reporting and patient counseling
practices were notably low. This gap is further compounded by deficiencies in key concepts and major
barriers particularly uncertainty about causality, workload, lack of motivation, and confidentiality
concerns which contribute to persistent under-reporting. Therefore, moving beyond awareness requires
targeted interventions, including regular practical training, clear guidelines, user-friendly reporting tools,
and stronger regulatory collaboration to effectively translate knowledge into consistent reporting and
improved patient safety.

This study has limitations, including its focus on community pharmacies in Kolfe Keranio Sub-City,
limiting generalizability; a small sample and cross-sectional design, restricting causal inferences;
reliance on self-administered, self-reported data, which may introduce recall and social desirability bias;
and lack of verification of actual ADR reports, with limited depth due to time and resource constraints.

To strengthen ADR reporting, it is recommended that the EFDA provide clear guidelines and reporting
tools, oversee compliance, and support training initiatives; community pharmacy personnel actively
identify, report, and counsel patients on ADRs; pharmacy owners and managers facilitate reporting by
managing workloads and providing feedback; patients engage in reporting ADR experiences; and
researchers conduct studies to identify barriers and inform improvements to the national
pharmacovigilance system.
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Figure 1

Knowledge versus Practice of ADR Reporting
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