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Abstract

Background: Pharmacovigilance is essential for monitoring drug safety and
managing adverse drug reactions, particularly in the context of increasing medication
use in West Africa. This review aims to assess the existing state of pharmacovigilance
systems, regulatory frameworks, and adverse drug reaction reporting practices across
the West African region.

Methods: A systematic scoping review was performed in accordance with the
methodology set out by the Joanna Briggs Institute, adhering to the PRISMA-ScR
(Preferred Reporting Items for Systematic Reviews and Meta-Analyses Extension for
Scoping Reviews) guidelines. Literature searches conducted across seven databases
resulted in 3,000 documents, of which 59 studies met the inclusion criteria. The included
studies originated from six countries: Ghana, Nigeria, Burkina Faso, Cote d’lvoire, Sierra
Leone, and Senegal. Key themes identified in the review encompass pharmacovigilance
systems, related policies, collaboration among stakeholders, and the challenges
associated with reporting adverse drug reactions.

Results: While all West African countries have established national pharmacovigilance
centers and WHO Collaborating Center membership, gaps persist in legislation,
enforcement, and public awareness. Challenges include inadequate resources, limited
healthcare professional training, and communication barriers. Recommendations
emphasize education, stakeholder engagement, and public awareness to improve
adverse drug reaction reporting.

AUGUST 2025 - VOL 12 ISSUE 2 WWW.CJGH.ORG



2

Jalloh, Bai James, Thomas Abiri, Wiafe, Mensah, Padayachee

Conclusion: Strengthening pharmacovigilance in West Africa requires a multi-
pronged approach prioritizing policy, collaboration, and education to ensure drug safety

and public health.

Keywords: Pharmacovigilance, Adverse Drug Reactions, West Africa, Healthcare
Professionals, Regulatory Frameworks, Stakeholder Collaboration, Public Awareness.

Introduction

Pharmacovigilance, as defined by the
World Health Organization (WHO) is “the
science and activities relating to the detection,
assessment, understanding, and prevention
of adverse effects or any other drug-related
problems,”". It is a critical component of the
global healthcare systems. It ensures drug
safety by continuously monitoring medications,
identifying risks, and implementing measures
to minimize harm throughout a drug’s
lifecycle.>® Pharmacovigilance systems aim to
safeguard public health by addressing adverse
drug reactions (ADRs), a significant cause of
morbidity, mortality, and financial strain on
healthcare systems worldwide.”'" Globally,
pharmacovigilance evolved in response to
significant drug safety crises, notably the
thalidomide tragedy of the 1960s. The incident
underscored the inadequacy of existing drug
monitoring frameworks, catalyzing the WHO
Programme for International Drug Monitoring
(PIDM) establishment and creating the
Uppsala Monitoring Centre (UMC) to manage
global ADRs reporting through VigiBase.''.
Today, pharmacovigilance encompasses many
functions, including data collection, signal
detection, risk communication, and regulatory
interventions to ensure public trust and safety.*!?

The significance of pharmacovigilance is
amplified in regions like West Africa, where
healthcare systems are often strained by resource
limitations, insufficient infrastructure, and
underdeveloped regulatory frameworks.*!3:!4
1516 The rapid introduction of new medicines
and vaccines, particularly in response to
emerging diseases, highlights the critical need
for robust pharmacovigilance systems. Effective
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pharmacovigilance can identify, assess, and
mitigate ADRs, ensuring that medications
provide their intended therapeutic benefits while
minimizing risks."””!” Despite advancements,
deficiencies still need to be improved in the
pharmacovigilance systems of West Affica.
Numerous nations have created national
pharmacovigilance centers and are affiliated
with WHO’s Programme for International Drug
Monitoring.>!'?% Nonetheless, obstacles such
as inadequate healthcare professional training,
a deficient ADRs reporting culture, and
communication difficulties impede the efficacy
of these systems.””* Regulatory frameworks
and public awareness programs remain
underdeveloped, exacerbating underreporting
of ADRs—a problem compounded by cultural
and systemic factors.?*2627

This scoping review aims to systematically
assess and map the pharmacovigilance systems
and adverse drug reaction (ADR) reporting
practices across West African nations. It will
examine various aspects, including regulatory
frameworks, stakeholder engagement, and
operational challenges. The review will
encompass the following countries: Benin,
Burkina Faso, Cape Verde, Coéte d’lvoire,
Gambia, Ghana, Guinea, Guinea-Bissau,
Liberia, Mali, Niger, Nigeria, Senegal, Sierra
Leone, and Togo. By identifying gaps and
highlighting advancements, this review seeks to
offer actionable recommendations for improving
pharmacovigilance systems within the region.
Such efforts are crucial for ensuring that West
Africa aligns with global pharmacovigilance
standards, fortifies healthcare systems, and
enhances patient safety.
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Method

This scoping review followed the Joanna
Briggs Institute (JBI) methodology and adhered
to the PRISMA-ScR (Preferred Reporting Items
for Systematic Reviews and Meta-Analyses
Extension for Scoping Reviews) guidelines.”
The primary aim was to map the literature on
pharmacovigilance systems and ADRs reporting
in West Africa, identifying advancements,
challenges, and opportunities for improvement.

Search Strategy

A comprehensive search strategy was
developed with one of the Witwatersrand
College of Health Sciences Librarian to ensure
inclusivity and rigor. The search included
relevant terms such as “pharmacovigilance
systems,” “adverse drug reaction reporting,”
and “West Africa,” combined using Boolean
operators and Medical Subject Headings
(MeSH). The databases searched included
PubMed, Scopus, Web of Science, MEDLINE,
EMBASE, CINAHL Plus, and Google Scholar.

The search was conducted between April
17 and April 30, 2024, and included studies
published from January 1, 2001, to April
2024. This timeframe was selected because
Ghana became the first West African country
to join the WHO Programme for International
Drug Monitoring in 2001.22° Additional
grey literature was identified through manual
searches of institutional repositories and
reference lists of included studies.

Inclusion and Exclusion Criteria
Inclusion Criteria:

* Studies published between 2001 and 2024.

* Focus on pharmacovigilance and ADRs
reporting in West African countries.

» Articles discussing pharmacovigilance
systems, frameworks, challenges, and
stakeholder roles.

» English-language publications.

* Studies involving human participants.
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Exclusion Criteria:
* Studies published outside the timeframe.
» Commentaries, editorials, and animal studies.

Study Selection

EndNote version 20 was employed to
import the search results and eliminate duplicate
entries. The screening process was conducted in
two stages:

1. Title/Abstract Screening: Articles were
assessed for relevance based on their titles
and abstracts.

2. Full-Text Screening: Articles meeting
the initial criteria were subjected to a
detailed evaluation in accordance with the
established inclusion criteria.

The selection process was carried out by
two independent reviewers. Any discrepancies
between the reviewers were addressed through
discussion, and co-authors were consulted as
necessary to reach a consensus on the articles
to be included in the final review. Throughout
this procedure, the study selection methodology
was meticulously documented and visualized
using a PRISMA flow diagram.

Data Extraction

A standardized data extraction form was
developed to ensure consistency. Key variables
included:

» Study Characteristics: Author, title, year,
country.

* Pharmacovigilance Features:
Frameworks, ADRs reporting tools, and
WHO program collaborations.

* Outcomes and Recommendations:
Challenges, successes, and proposed
solutions.

* Themes Identified: Stakeholder
involvement, gaps, and recommendations
for improving pharmacovigilance systems.

Data extraction was performed by one
reviewer and cross-validated by another to
minimize errors and ensure completeness.
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Data Analysis and Presentation
Extracted data were analyzed using
a descriptive statistical approach and thematic
coding.
1. Descriptive Statistical Analysis:
* Quantitative data were summarized,
including the distribution of studies by
country, publication year, and study design.

2. Data Categorization and Thematic
Coding:
» Data were systematically categorized
into predefined themes:

National Pharmacovigilance Systems
ADRSs Reporting Mechanisms
Stakeholder Involvement

. Challenges and Barriers
Recommendations and Best Practices

o a0 o

» Thematic analysis identified recurring
patterns and insights aligned with the
study objectives.

3. Presentation:

* The findings were presented in a
narrative synthesis, supported by visual
representations (e.g., tables and figures)
to ensure clarity and accessibility.

Quality Appraisal and Risk of Bias

In line with JBI guidelines, a formal quality
appraisal and risk of bias assessment was not
conducted, as this is not typically required
for scoping reviews. The focus remained on
mapping the available literature to identify
knowledge gaps and thematic insights.

Ethics

Ethical approval was not required as the
review relied solely on publicly available
literature. All procedures adhered to ethical
standards for conducting systematic and
scoping reviews.

Results

The systematic search identified a total
of 3,000 documents. After removing 1,054
duplicates, 1,946 articles were screened by
title and abstract. Subsequently, 89 studies
were chosen for comprehensive examinations,
of which 59 satisfied the inclusion criteria and
were incorporated into the final analysis (Figure
1). A detailed presentation of these studies is
shown in Table 1 and summary of the findings
per country in Table 2.

Figure 1. PRISMA flow diagram for selection criteria for Pharmacovigilance and ADRs reporting in West Africa.
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Characteristics of Included Studies

The 59 included studies spanned across six
West African countries: Ghana (17 studies),
Nigeria (36 studies), Burkina Faso (2 studies),
Cote d’Ivoire (2 studies), Sierra Leone (1 study),
and Senegal (1 study). This distribution highlights
a concentration of pharmacovigilance research
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in Nigeria and Ghana, while studies from other
countries remain limited (table 1, 2 and figure 2).
The included studies comprised: cross-sectional
studies (n = 22), qualitative studies (n = 10),
mixed-methods studies (n = 15), and National
reports and guidelines (n = 12). This information
is shown in Table 1, below.

Figure 2. A map highlighting the pharmacovigilance system strengths across the 16 countries in West Africa.
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Table 2. Summary of findings by country on pharmacovigilance

Country  Number of Key Findings Recommendations
Studies

Nigeria 36 Poor reporting and lack of information in PHC fa- Implement standardized reporting and enhance
cilities, with trained community health extension  training for healthcare professionals.
workers more likely to report. Males report more
than females. High incidence of ADRs related to
antiretroviral drugs.

Ghana 17 Lack of structured drug safety systems, workload = Develop national ADR monitoring systems and in-
constraints, fear of blame and costs associated tegrate pharmacovigilance into academic curricula.
with reporting. Mobile phone reporting is effec-
tive, but forms are often unavailable.

Burkina 2 Underreporting of ADRs with current systems in  Strengthen healthcare worker training and improve

Faso development. Health and Demographic Surveil- pharmacovigilance infrastructure.
lance System is useful for monitoring safety in
rural areas.

Cote 2 Underreporting of ADRs. Treatment modification — Training and mentoring healthcare professionals;

d’Ivoire is a feasible strategy for monitoring. feedback mechanisms to motivate reporting; collab-

oration with public health programs.

Senegal 1 Barriers in medication access affecting reporting.  Establish patient safety education and train commu-
Need for supervision and community sensitization nity health professionals in reporting methods.
for ADR reporting.

Sierra 1 Pharmacovigilance systems currently in devel- Strengthening healthcare worker training to promote

Leone opment with significant gaps in awareness and awareness and improve reporting practices.

reporting capabilities.

National Pharmacovigilance Systems

The findings indicate that all West
African countries included in this review have
established national pharmacovigilance centers,
with varying degrees of functionality:

* Ghana was the first country to join the
WHO PIDM in 2001 and maintains a robust
pharmacovigilance framework through the
Food and Drugs Authority (FDA).

 Nigeria has a well-defined ADRs reporting
system using the Yellow Card Scheme,
supported by the National Agency for
Food and Drug Administration and Control
(NAFDAC).

* Cote d’lvoire and Burkina Faso have
recently formalized pharmacovigilance
activities but face challenges in
implementation and resource allocation.

* Sierra Leone’s pharmacovigilance system,
established in 2008, continues to develop
under the WHO’s guidance.

AUGUST 2025 - VOL 12 ISSUE 2
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While WHO collaboration has strengthened
reporting systems, constraints,
including staffing and infrastructure, hinder full
implementation across the region.

resource

Adverse drug reaction Reporting
Mechanisms and Challenges

ADRs reporting mechanisms varied across
countries. Key findings include:

1. Reporting Tools: Manual reporting forms
(e.g., Yellow Cards) remain the most widely
used tools. However, underreporting remains
a significant challenge, with healthcare
professionals citing barriers such as:

» Lack of awareness and training in ADRs
reporting (reported in 60% of studies).

* Fear of litigation or punitive
consequences.

* Time constraints due to workload
pressures.

* Lack of feedback after ADRs
submission.
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2. Technological Integration: Electronic
ADRs reporting systems, such as Ghana’s
Med Safety App and Nigeria’s pilot digital
platforms, have shown promise but remain
underutilized due to poor internet access
and training gaps.

Stakeholder Involvement

Stakeholder collaboration is critical for
successful pharmacovigilance systems. Findings
revealed:

1. Regulatory Bodies: WHO and the UMC
play a central role in guiding national
pharmacovigilance activities.

2. Healthcare Professionals: Physicians,
nurses, and pharmacists were identified as
primary ADRs reporters, but underreporting
was widespread.

3. Patients: Public awareness of ADRs
reporting was low across all studies,
highlighting the need for educational
campaigns.

Challenges and Barriers
The primary challenges identified in the
review include:

* Resource Limitations: Insufficient
funding, inadequate staffing, and subpar
infrastructure were prevalent across
most studies. These financial constraints
significantly hinder the capacity of
regulatory bodies to perform essential
functions, such as implementing training
programs, executing awareness campaigns,
and enhancing infrastructure. The scarcity
of qualified human resources is a critical
barrier to effective pharmacovigilance.

* Knowledge Gaps: A recurrent issue is
the lack of pharmacovigilance training for
healthcare professionals, coupled with the
absence of pharmacovigilance education
in academic curricula. This results in a
noticeable deficiency in clinical knowledge
and experience among healthcare
practitioners concerning the completion of
ADR reporting forms, ultimately leading to
the underutilization of available reporting
resources.
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e Communication Barriers: Ineffective
feedback mechanisms and low levels of
awareness among patients further impede
the reporting of ADRs.

* Lack of Reporting Resources: Reports
from some primary healthcare centers
(PHCs) highlighted the absence of
necessary ADR reporting forms, which can
severely obstruct data collection efforts.

* Awareness Gaps: A general lack of
understanding regarding the importance
of ADR reporting exists, with many PHC
workers perceiving ADRs as minor or
insignificant issues. This attitude contributes
to a culture of underreporting.

* Reluctance to Engage in ADR Reporting:
Female physicians often exhibit a reluctance
to engage with key representatives from
pharmaceutical companies on matters
related to ADRs.

Discussion

This  scoping
pharmacovigilance systems and ADRs reporting
systems in West Africa. While progress has been
made in establishing national pharmacovigilance
centers and aligning with WHO standards, gaps
in implementation and functionality still need to
be evident.

Establishing national pharmacovigilance
systems marks a critical step forward for many
West African countries. As the first sub-Saharan
African country to join the WHO Programme
for International Drug Monitoring, Ghana has
set a precedent for the region,*!**4? Nigeria, with
its structured ADRs reporting mechanisms, has
also demonstrated leadership in the development
of pharmacovigilance infrastructure. 43¢’
However, disparities among countries persist,
with some systems still in their infancy and
constrained by resource limitations.'>!¢7¢ These
differences underscore the need for cross-
country collaboration and knowledge sharing
to build regional capacity.®-*8

Despite these advancements, the
review reveals several barriers to effective
pharmacovigilance. Underreporting ADRs
remains a significant challenge, driven by

review overviews

CHRISTIAN JOURNAL
GLOBAL HEALTH



workload pressures, limited awareness, and fear
Of punitiVe reperCUSSiOHS. 16,31,32,38,44,45,49,53,54,56,62,67
Resource constraints, including inadequate
funding and insufficient staffing, further hinder
the ability of national pharmacovigilance
centers to function optimally.'*!® Additionally,
public awareness of pharmacovigilance is
alarmingly low, reducing the likelihood of
patient engagement in ADRs reporting.**->-374149
The lack of feedback mechanisms for reporters
further compounds this issue, discouraging
participation from healthcare professionals and
patients alike‘12,38,54,60,61,77-79

Collaboration between stakeholders,
including regulatory bodies, healthcare
professionals, and international organizations,
plays an important role in the success of
pharmacovigilance systems. The involvement
of the WHO and the Uppsala Monitoring
Centre has provided critical support to member
countries. This has enhanced the country’s
ability to monitor and respond to drug safety
signals,!2-20:34.3843.36.57.67 Healthcare professionals
are central to ADRs reporting efforts, yet their
contributions are often limited by systemic
inefficiencies. Engaging the public through
educational campaigns and community-based
initiatives could significantly improve awareness
and reporting rates, fostering a culture of safety
and accountability.?*37-3948:50.59.6466.74 The non
engagement of pharmaceutical companies by
female physicians aligns with documented
patterns of passive behaviour observed in
clinical settings, potentially undermining
collaborative efforts to enhance drug safety.®

The need for legislation specific to
pharmacovigilance in most countries presents a
significant implementation barrier.”*’
incentivizing healthcare professionals to report
ADRs are crucial to addressing the issues
that deter participation.’'**¢"7! Establishing
standardized procedures and strengthening
policy frameworks to mandate ADRs reporting
can help to address barriers to under-reporting
of ADRs.**%# Furthermore, integrating digital
tools, such as electronic ADRs reporting
platforms, offers an opportunity to simplify
reporting processes and improve data collection,

Policies
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provided that infrastructure and training gaps are
addressed.'>31:333876.8082 For instance, the utilization
of mobile phone alerts and the Pharmacovigilance
Rapid Alert System for Consumer Reporting
(PRASCOR) offers innovative methods to
facilitate timely ADR reporting directly to national
centers.” It is evident that as countries invest in
technological advancements, the effectiveness
of their pharmacovigilance systems can be
significantly improved.

To enhance the capacity of frontline
healthcare  providers and  advance
pharmacovigilance activities, strategies such
as simplified ADR reporting systems, effective
monitoring, and supportive supervision are
recommended.***% Additionally, incorporating
ADR-related topics into the educational
curricula of institutions training health
professionals could increase awareness and
improve reporting practices.’’-"084

This scoping review highlights the need
for targeted interventions to strengthen
pharmacovigilance in West Africa. Continuous
professional development programs for
healthcare staff and public awareness
campaigns can address knowledge gaps and
improve ADRSs reporting.>>46-5%69782 [nyestment
in technological infrastructure and robust
feedback systems will further enhance the
efficiency and impact of pharmacovigilance
activities, 3580313641.60.63.7578 By addressing these
challenges, West African countries can build
more resilient systems to ensure medication
safety and protect public health.4782

Recommendations

1. Policy Development by Regulatory
Bodies: It is essential to strengthen legal
frameworks that mandate ADR reporting
and ensure accountability for both healthcare
providers and pharmaceutical companies.
This will help create a robust foundation for
effective pharmacovigilance practices.

2. Protective Policies for Healthcare
Professionals by the Ministry of Health:
The ministry should develop protective
policies addressing the fears and concerns
that healthcare providers have regarding
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ADR reporting. These policies should
aim to alleviate apprehensions related to
punitive actions, thereby encouraging
more healthcare professionals to report
adverse reactions.

3. Regular Training by the National
Pharmacovigilance Centre: There should
be frequent training sessions for healthcare
professionals that emphasize their ethical
and legal responsibilities concerning ADR
reporting. Such training will enhance their
confidence and competence in identifying
and reporting ADRs.

4. Public Awareness Campaigns by the
National Pharmacovigilance Centre:
Engaging the public through continuous
educational initiatives is crucial.
Awareness campaigns should focus on
the significance of ADRs, the importance
of reporting them, and the specific
mechanisms available for reporting.

5. Incorporating Pharmacovigilance into
Education by Training Institutions:
Health-related academic curricula
must integrate topics related to
pharmacovigilance and ADR reporting.
This initiative will help cultivate
foundational knowledge among future
healthcare professionals, preparing them
for active roles in pharmacovigilance.

6. Resource Allocation by the National
Government: Adequate resource allocation is
fundamental. When healthcare professionals
are equipped with the necessary tools and
support, they can effectively prioritize and
monitor patient safety across all regions.

7. Technological Integration: The use of
mobile applications and electronic reporting
tools should be promoted to streamline the
ADR reporting process. Such technologies
can facilitate quicker, more efficient
reporting, making it easier for healthcare
professionals and patients alike.

8. Multi-Disciplinary  Collaboration:
Strengthening pharmacovigilance
systems requires collaboration among
various stakeholders, including public
health programs, non-governmental
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organizations (NGOs), the National
Pharmacovigilance Centre (NPC), health
facilities, and healthcare professionals.
A multidisciplinary approach is vital to
leverage education, technology, and policy
reforms to enhance pharmacovigilance
efforts in the region.

Limitations of the study

Despite the valuable insights gained from this
review, there are notable limitations to consider.
First, the inclusion of only English-language
studies may have excluded relevant literature
from Francophone countries. This limitation
could restrict the generalizability of our findings
across the broader West African context.?®

Additionally, our reliance on publicly
available data may have led to the omission
of unpublished or grey literature, which could
provide further context and insights into
pharmacovigilance systems in the region.

Another significant limitation is the lack
of diversity among the studies sourced from
anglophone countries. This homogeneity may
not fully capture the disparities and variations
present across different anglophone contexts,
potentially influencing the comprehensiveness
of our conclusions.

Future research

Future research should focus on the
integration of pharmacovigilance education into
academic curricula to enhance the knowledge
and skills of future healthcare professionals.
Additionally, evaluating the effectiveness of
public awareness campaigns on improving ADR
reporting practices will provide valuable insights
into their impact and inform best practices.

It is also crucial to investigate the role of
faith-based organizations in strengthening
pharmacovigilance systems, particularly in
addressing the challenges posed by inadequate
monitoring of drug safety. Longitudinal studies
assessing the sustainability of pharmacovigilance
reforms are essential to guide future strategies
and ensure that improvements are maintained
over time.
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Furthermore, there exists a significant gap
in the literature regarding traditional medicine
in West Africa. Thus, research in this area is
necessary to better understand the implications
of traditional practices on pharmacovigilance
and patient safety. Future studies should include
qualitative methodologies, such as in-depth
interviews, to enhance understanding and facilitate
cross-country comparisons within the region.

By addressing these critical research areas,
we can foster a more comprehensive approach
to enhancing pharmacovigilance systems across
West Africa.

Conclusion

In summary, the advancements in
pharmacovigilance across West Africa indicate
a strengthened commitment to ensuring drug
safety; however, considerable challenges persist.
Overcoming these obstacles will require targeted
efforts in education, comprehensive policy
reforms, and the integration of technological
solutions to establish robust and sustainable
pharmacovigilance systems.

By promoting collaboration among
stakeholders and investing in capacity-
building initiatives, West African nations can
enhance health outcomes and create a safer
healthcare environment for their populations.
The establishment of effective ADR reporting
channels, combined with continuous education
and training programs, is crucial for building a
resilient pharmacovigilance infrastructure that can
tackle the unique challenges faced in the region.

With these strategic improvements in place,
the framework for drug safety monitoring in
West Africa is poised to evolve in line with
global best practices, ultimately contributing to
the health and well-being of its communities.
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