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Foreword 
 
The World Health Organization defines Pharmacovigilance (PV) as the science 

and activities relating to the detection, assessment, understanding and 

prevention of adverse effects or any other medicine-related problem. The 

scope of Pharmacovigilance continues to widen to include reporting of adverse 

events due to blood products, biologicals, vaccines, health technologies, 

herbal products, traditional and complementary medicines, cosmeceuticals 

hence the term “Vigilance”. 

 

A PV system is “a system used by an organization to undertake its legal duties 

and responsibilities about PV and to monitor the safety of authorized 

medicinal products and identify any changes in the risk-benefit balance. An 

effective PV system supports the early detection, assessment, understanding 

and mitigation of adverse outcomes associated with medicines and medical 

products PV systems support the collection of data to support decision-

making about medicines at various levels of healthcare systems. Regulators 

rely on this data to inform regulatory actions such as drug withdrawals, drug 

recalls, change of product labels, and drug safety alerts among others. 

 

Therefore, it is crucial to have a robust pharmacovigilance system in place 

that allows continuous monitoring of the Health Products and Technologies. 

The Vigilance Monitoring and Evaluation Framework and Key Performance 

Indicators will provide a set of measures that will be critical to assess, monitor 

and evaluate the various constituents of the pharmacovigilance system in 

Kenya. These indicators will measure the existence and performance of key 

pharmacovigilance structures and processes, enabling identification of 

strengths and weaknesses as well as tracking achievements and growth (or 

lack thereof) in the pharmacovigilance systems. They will also measure the 

degree of attainment of set strategic objectives. 
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Introduction 

1. Background 
 
In the 1950s, the thalidomide tragedy triggered the need for a systematic way 

to monitor the safety of medicines. This propelled the growth of 

pharmacovigilance. In 1968, the WHO Programme for international drug 

monitoring was established which developed a platform for the database for 

individual case safety reports, VigiBase. VigiBase, the WHO global database 

is domiciled in the Uppsala monitoring center (UMC), Sweden. 

Pharmacovigilance has evolved over time and the data generated has 

influenced various policy decisions globally. 

 

Pharmacovigilance (PV) is defined as “science and activities relating to the 

detection, assessment, understanding and prevention of adverse effects or 

any other possible drug-related problems.” Pharmacovigilance is crucial as 

information collected during the pre-marketing phase of drug development 

may not capture the entire spectrum of Adverse Drug Reactions (ADRs). This 

is in view of the fact that: 

i. Tests in animals are insufficient to predict human safety; 

ii. Patients used in clinical trials are selected and limited in number and 

the conditions of use differ from those in clinical practice and the 

duration of trials is limited; 

iii. By the time of licensing less than 5000 human subjects are exposed to 

a drug which allows only the more common ADR to be detected;  

iv. At least 30,000 people need to be treated with a drug to be sure that 

you do not miss at least one patient with an ADR which, has an 

incidence of 1 in 10,000 exposed individuals. Furthermore, information 

about rare but serious adverse reactions, chronic toxicity, use in special 

groups (such as children, the elderly or pregnant women) or drug 

interactions is often incomplete or not available. Therefore, post 

marketing surveillance is important to allow detection of less common, 

but sometimes very serious ADRs. 
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The Pharmacy and Poisons Board is mandated to regulate Health Products 

and Technologies under the Health Laws (Amendment) Act, 2019 and the 

Pharmacy and Poisons Act, Cap 244, Laws of Kenya. PPB is responsible for 

ensuring quality, safety and efficacy of Health Products and Technologies in 

the Kenyan market. Pharmacovigilance is carried out by the unit of 

Pharmacovigilance & Post Market Surveillance under the Directorate of 

Health Products and Technologies at PPB. 

 

1.1 Legal framework 
 
The regulation for the conduct of pharmacovigilance activities is governed 

according to Pharmacy and Poisons Act, Cap 244 Laws of Kenya Subsidiary 

Legislation, Pharmacy, and Poisons (PV/PMS) Rules 2022 charted out in the 

mission “to protect the health of the public by regulating the profession of 

pharmacy and ensuring quality, safety and efficacy of Health Products and 

Technologies.” 

 
1.2 PV system in Kenya 
 

The National Pharmacovigilance System was officially launched in June 2009 

and falls under the Ministry of Health.  The system comprises of a national 

spontaneous reporting system which has both the electronic and manual 

pharmacovigilance reporting forms and a national database known as 

Pharmacovigilance Electronic Reporting systems (PvERS). 

 

The PV system stakeholders comprise of the public, private and NGO/mission 

healthcare providers, public health programs, pharmaceutical industry and 

marketing authorization holders. The PPB also works closely with other 

Ministry departments and programs. Figure 1 below illustrates the PV system 
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Figure 1: PV system in Kenya 

 

2. Rationale, Scope and Objectives 
 

The development of the Kenya pharmacovigilance Monitoring and Evaluation 

Framework and Key Performance Indicators was brought about by need to 

strengthen the PV system in Kenya. The entities under focus include: 

● National Medicine Regulatory Authority 

● Public Health Programs 

● Health Facilities 

● Marketing Authorization Holders 

 

The indicators and associated tools will enable stakeholders to assess the 

status of their pharmacovigilance system and identify the system’s strengths, 

weaknesses, and gaps; to design and plan interventions based on findings, 
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existing regulatory capacity and available resources; to monitor and evaluate 

pharmacovigilance and medicine safety activities. 

 

The goal of the Kenya pharmacovigilance Monitoring and Evaluation 

Framework and Key Performance Indicators is to provide a set of measures 

with which to assess, monitor and evaluate the various constituents of the PV 

system in Kenya. 

 

The specific objectives of the tools for assessing pharmacovigilance systems 

are: 

1. To assess the status of the pharmacovigilance system of the various 

entities of the PV system in Kenya. 

2. To provide indicators for the monitoring and evaluation of 

pharmacovigilance activities, system capacity and performance. 

3. To identify gaps that will provide information for the stakeholders to 

take appropriate, evidence-based action in ensuring drug safety. 

4. To enable evaluation of the outputs, outcomes and impact of 

pharmacovigilance systems. 

3. Indicators 
 

Indicators are a set of quantifiable measures that are used to gauge the 

performance of an organization or programme over time to be able to identify 

strengths, weakness, achievement, growth and impact. The indicators are 

measures of inputs, process, outcomes, outputs and impact of development 

projects, programmes or policies related to health systems and services. 

 

Core indicators are considered essential and are based on the minimum 

requirements for a functioning national pharmacovigilance system defined by 

WHO and EAC’s specific objectives and activities under the PV harmonization 

program. Core indicators are factored into the overall score of the PV system 

being assessed. Supplementary indicators are related to more sophisticated 

aspects of a PV system and/or aspects that are of interest but not essential, 

and thus are not included in the score. 
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Kenya pharmacovigilance Monitoring and Evaluation Framework and Key 

Performance Indicators comprises of: 

● Forty-two (42) indicators for NMRAs and national pharmacovigilance 

centers – 30 core and 12 supplementary. 

● Sixteen (16) indicators for public health programs (PHP) – 8 core and 8 

supplementary. 

● Seven (7) indicators for health facilities (HF) – 2 core and 5 

supplementary. 

● Three (3) supplementary indicators for marketing authorization holders 

(MAH). 

The indicators are further classified as “structural,” “process,” or “outcome” 

according to the component of the system or type of result that they measure. 

They are defined as: 

 

Structural are those that assess the pharmacovigilance systems and 

mechanisms, availability of basic infrastructure required to enable PV 

operations. They further assess the existence of a policy and regulatory 

framework which enables PV system to operate. 

 

Processes are those that focus on the activities which describe the mechanism 

of PV which include collection, collation, analysis and evaluation of the PV 

reports. 

 

Outcomes are those that measure the effects of the PV activities to ensure 

patient safety. 

 

The indicators address five components of the pharmacovigilance and 

medicine safety system: 

1. Policy, law, and regulation. 

2. Systems, structures, and stakeholder coordination. 

3. Signal generation and data management. 

4. Risk assessment and evaluation. 

5. Risk management and communication. 
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4. Data sources 
 
The data will be collected from four sources within the health system: 

 

A. Ministry of Health/Pharmacy and Poisons Board – PPB is 

responsible for monitoring HPT safety and implementing 

pharmacovigilance activities for the country. It is the primary source of 

information and data for the indicators. The data will come from the 

responses of key PPB and PV department staff members to assessment 

questions, documents and other materials developed and used by PPB 

as well as any databases maintained at the national level. 

B. Public health programs (PHP) – A sub-set of indicators target 

specifically specialized health programs, which have a significant role 

to play in monitoring the safety of the HPT used for their target 

disease(s). PHPs to be considered for inclusion in the baseline 

assessment and ongoing monitoring and evaluation of PV include but 

not limited to; NASCOP, NTLP, NVIP, NMCP, RH, and NLTD.  

C. Health facilities (HF) – A selection of health facilities, which should be 

representative of the country in terms of facility type/level, geography 

and sector, will be included in the assessment to provide information 

on the extent to which HFs are engaged in PV activities and contributing 

to the national system. 

D. Marketing Authorization Holders (MAH) – A selection of marketing 

authorization holders will be included in the assessment to provide 

information on the extent to which, MAHs conduct PV activities to 

monitor the safety of their registered products and contribute to the 

national system. 

5. Data collection 
 

Data collection and analysis will be critical in monitoring progress on 

performance of the PV system. The information from assessment will be useful 

for decision-making to ensure the targets are met for the various indicators. 

The indicator data to be collected are either qualitative or quantitative. The 

data for the structural indicators are mainly qualitative, whereas those for 
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process and outcome or impact indicators are quantitative. The frequency of 

collection of indicator data will either be quarterly, annually or 3 years.  A 

baseline assessment will be conducted to assess the current status followed 

by routine monitoring and evaluation in the subsequently as specified in the 

framework. 

6. Implementation Process 
 

To achieve a strengthened PV system stakeholder collaboration will be 

paramount. Therefore, stakeholder engagement will be carried out so that the 

stakeholders can align their organizational PV activities to those of the 

national PV system. Furthermore, implementation of the national PV 

framework seeks to leverage on existing reporting systems. In instances where 

there lacks a reporting system then these systems shall be established jointly 

with the stakeholders. The developed M & E framework and key indicators 

plan will be used to lobby for funds to ensure that PV activities are carried 

out seamlessly. Regular assessment of the various components of the PV 

system will be done and PPB will be mandated to give an annual report to the 

stakeholders on the status of the PV system. The indicators will be 

implemented through a phased approach to allow the various key 

stakeholders adequate time and resources for planning. 

7. Dissemination Plan 
 

The national monitoring and evaluation framework and key performance 

indicators will be disseminated through various workshop and stakeholder’s 

forum.  
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