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Glossary of terms
The following definitions describe terminologies in the context of this

guideline.

Adverse Drug Reaction - A response to a drug which is noxious and
unintended, and which occurs at doses normally used in humans for the
prophylaxis, diagnosis or therapy of disease, or for the modification of
physiological function. An adverse drug reaction, in contrast to an adverse
event, is characterized by the fact that a causal relationship between a

medical product and an occurrence is suspected.

Adverse event following immunization (AEFI) - Any untoward medical
occurrence which follows immunization and which, does not necessarily have
a causal relationship with the usage of the vaccine. The adverse event may be
any unfavourable or unintended sign, abnormal laboratory finding, symptom

or disease.

Health product - Any substance or combination of substances, which may
be administered to human beings with a view to making a medical diagnosis
or to restoring, correcting or modifying physiological functions in human

beings.

Health technology - Also known as medical device including in vitro

diagnostics.

Marketing Authorization Holder (MAH) - An individual or a corporate
entity/ company responsible for placing a pharmaceutical product in the
market either through importation, donation, distribution or sale in Kenya.
This individual or company is responsible for all aspects of the product,
including quality and compliance with the conditions of the marketing

authorization.
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National Pharmacovigilance Centre - A single, government recognized
centre (or integrated system) within a country with the clinical and scientific
expertise to collect, collate, analyse and give advice on all information related

to drug safety.

Outcome indicators - Indicators that measure the effects of the PV activities

to ensure patient safety.

Pharmaceutical industry- Refers to the manufacturers, marketing
authorization holders, local technical representatives, distributors, parallel

importers.

Process indicators - Indicators that focus on the activities which describe
the mechanism of PV which include collection, collation, analysis and

evaluation of the PV reports.

Serious Adverse Event — These are adverse events that resulted one or more
of the following outcomes; Death, Disability, Hospitalization/Prolonged
Hospitalization, Congenital Anomaly or those that are life threatening. For
medication errors, these are events that reached the patients and caused

harm or death.

Structural indicators - Indicators 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.
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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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1.0 Introduction

1.1 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 because:

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.



The Pharmacy and Poisons Board (PPB) is mandated to regulate Health
Products and Technologies under the Health Laws (Amendment) Act, 2019,
the Pharmacy and Poisons Act, Cap 244, Laws of Kenya and the
Pharmacovigilance and Post-market Surveillance Rules, 2022. The PPB is
responsible for ensuring quality, safety and efficacy of Health Products and

Technologies in the Kenyan market.

1.2 Pharmacovigilance system in Kenya
Launched in June 2009, the National Pharmacovigilance System includes
electronic and manual reporting forms, as well as the Pharmacovigilance

Electronic Reporting System (PvERS) database.

The PV system stakeholders include public, private, and NGO/mission
healthcare providers, public health programs, the pharmaceutical industry,

and marketing authorization holders. Figure 1 illustrates the PV system.
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The PPB also collaborates with other Ministry departments and programs;

research institutions, academia and development partners.

1.3 Rationale, Scope and Objectives
The Kenya Pharmacovigilance Monitoring and Evaluation Framework and Key
Performance Indicators (KPIs) were developed to strengthen Kenya's PV
system. Performance will be monitored through defined indicators aligned
with the current PPB Strategic Plan, the WHO Global benchmarking tool, the
WHO Global Smart Pharmacovigilance Strategy, the WHO Pharmacovigilance
indicators and the Indicator-based Pharmacovigilance Assessment Tool.
Monitoring findings will be wused to assess progress, strengthen
accountability, identify gaps, and inform continuous Ilearning and
improvement of pharmacovigilance activities. The scope will include the key
entities such as the Pharmacy and Poisons Board’s Vigilance function, public
health programs, health facilities, and marketing authorization holders. The
framework aims to provide measures for evaluating all components of Kenya’s
PV system. The specific objectives of the tools for assessing pharmacovigilance
systems are:
1. To assess the status of the pharmacovigilance system across 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.

2.0 Pharmacy and Poisons Board, Strategic Plan

The key performance indicators for the Pharmacovigilance division shall align
with the objectives of the current Strategic Plan. The division shall develop
annual work plans that detail the activities, targets, performance indicators,
and budgets derived from the strategic plan (Table 1). Quarterly and annual

reports detailing the progress in implementing the strategies shall be prepared



and submitted to the monitoring and evaluation unit as prescribed in the

current strategic plan.

Table 2: Vigilance function-Strategic Plan implementation matrix

Objective: Monitor the safety of health products and technologies throughout
their lifecycle and take action to minimize risks.

Output

KPI Description

Data Source

Means of
Verification

Timely assessment of
the adverse events and
feedback
communication

% adverse event reports
assessed within service
charter timelines and

feedback
communicated

Pharmacovigilance
electronic
reporting system

Quarterly reports

Monitoring the
compliance of the
marketing
authorization holders
to Good
Pharmacovigilance
practices

% of MAHs with
appointed QPPVs

MAHs database

Letters of
appointment

Health Care
Professionals (HCPs)
trained on
Pharmacovigilance

Proportion of HCPs
trained on
Pharmacovigilance

Participants’
attendance list

Training reports

Investigations of
serious adverse events
conducted and
submitted to safety
committee

% investigations
conducted for serious
events reported

Pharmacovigilance
electronic
reporting system

Investigation
reports

Stakeholder meetings

Proportion of planned

Annual work plan

Reports on

conducted on stakeholder meetings stakeholder
Pharmacovigilance conducted meetings
Sites inspected for Proportion of sites Inspection Inspection
compliance of GVP inspected schedule reports
Aggregate Reports % of aggregate reports Aggregate reports Assessment
reviewed on a reviewed reports
quarterly basis
Active surveillance Protocol developed and | Annual work plan | Active
Protocol implemented | implemented surveillance
report

1 annual meeting
attended

No. of PV staff
participating in global
PV meetings

Annual work plan

Meeting report




3.0 WHO Global Smart Pharmacovigilance Strategy

In an effort to align with the WHO Global Smart Pharmacovigilance Strategy, the
Pharmacovigilance division shall oversee reporting performance using indicators
listed in Table 2. The reporting trends shall be periodically reviewed to identify gaps
and areas for improvement. Findings from monitoring and evaluation shall inform
learning, resource prioritization, continuous system enhancement, and the periodic

review of pharmacovigilance priorities and plans.

Table 2: Proposed indicators from the WHO global smart pharmacovigilance

strategy

Impact area

Indicators/metrics

Method/source of data

Improved
functionality of PV

systems

Number of serious AEFI
per 1 million population

per year

Total number of adverse
drug reaction reports
received per year (also
expressed as number of
adverse drug reactions

per 100 000 population).

PvERS
WHO VigiBase

Decisions made based on
data obtained (i.e.

regulatory updates)

PPB website
Records on regulatory

decisions made

4.0 Pharmacovigilance 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
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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.

Kenya pharmacovigilance Monitoring and Evaluation Framework and Key

Performance Indicators comprises of:

Forty two (42) indicators for NMRAs and national pharmacovigilance
centres — 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 The

indicators are further classified as structural, process, or outcome indicators

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

The indicators address five components of the pharmacovigilance and

medicine safety system:

1. Policy, law, and regulation.

a o WO N

5.0

. Systems, structures, and stakeholder coordination.
. Signal generation and data management.
. Risk assessment and evaluation.

. Risk management and communication.

Data Sources

The data will be collected from four sources within the health system:

i.

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

6



ii.

iii.

iv.

6.0

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.

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.

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.

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.

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

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.



7.0 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.

8.0 Dissemination Plan

The national monitoring and evaluation framework and key performance
indicators will be disseminated through various workshop and stakeholder’s

forum.



9.0 Kenya Vigilance Monitoring and Evaluation Framework

Goal

To safeguard public health and improve rational use of health products and
technologies through efficient and timely collection, assessment and communication of
risks and benefits to support local decision making

2. Effective systems,

s 3. Signal 4. Risk Assessment 5. Risk
L lzgéﬁll;tsi’ofg fsoind Stsrtl::i{t:ﬁgls deérrld Generation and and Evall,}ation Managemgnt gnd
pharmacovigilance mechanisms Data Management . mechanisms Communication
implemented implemented for systems for PV implemented for ] strategies
pharmacovigilance implemented pharmacovigilance implemented for PV
J J
Outcomes:

Outcome:

Favorable legal
environment for
functioning of PV
system

Outputs:

Presence of policies,
laws and regulations

Outcome:

Robust management
support for the
activities of the PV
system
Outputs:
Adequate skilled HR
capacity

Adequate funding
Presence of
guidelines and
procedures

Outcomes:

Early detection of
signals to inform
potential risks

Outputs:
Availability and use
of
Pharmacovigilance
database
Availability of
reporting system

Early detection of
risks to minimize
and control potential
effects of the risk

Outputs:
Availability of clear
procedures on
collection of data on
ADRS/AE
Presence of systems
and documentation
for passive/active
surveillance

J

Outcomes:

Defined channels
and prompt
communication to
allow seamless and
timely flow of
information

Outputs:
Availability of RMPs

Documentation of
risk communication

J




10.0 Key Performance Indicators

10.1 National PV Centre
Key: Immediate(0-6months, Short Term(6-12 months), Long Term (More than 1 year)

Indic | Core or Indic | Indicator Frequ | Assessment Baselin | Targe | Data Source Responsibility | Reporting Timeline
ator Supplem | ators ency Questions e t
# entary Type of
Collec
tion
Component 1. Policy, Law, and Regulation
Existence of Is there a
a policy national policy on
document pharmacovigilanc
that e or medicine
contalr}s safety, or a more Availa
essential general bili
. . ility
statements medicines policy of
on that contains
. . updat
pharmacovi essential ed
gilance or statements? Yes Natio | Kenva National MoH, Director
safety of | 3 Y . of Annual
1.1 C S 7 nal Pharmaceutical .
medicines, years policy | Polic Pharmaceutical | report
health on y Services
products When was the f
. safety
and policy last of
technologie reviewed? HPTs
s (stand Request
alone or as documentation to
a part of verify.
some other
policy
document) 2010

10



Indic | Core or Indic | Indicator Frequ | Assessment Baselin | Targe | Data Source Responsibility | Reporting Timeline
ator Supplem | ators ency Questions e t
# entary Type of
Collec
tion
Component 1. Policy, Law, and Regulation
Existence of Availa
lsg;cllﬁc Are there legal bility
provisions provisions o for of
for pharmacov1g1'la'nc legal'
pharmacovi | 3 e or medicine provis
1.2 C S flance in | years safety in the ions
tf:ghe national medicines act or for
medicine’s law? quuest phar
legislation doc‘umentatzon to macov
or  similar verify. igilanc
legislation No © Cap 244 CEO, PPB
Availa
bility
Are there updated of
Legal laws . or legal'
provisions regulations for provis
f marketing ions
h(/)I;rke tin authorization for
Au thorizfti holders to MAHs
on Holders | 3 conducjc post to
1.3 C S to monitor | years ma'rk'e'tlng safety condu | Cap 244 CEO, PPB
and report activities? ct
the safety Request . Post
and quality doc‘umentatzon to marke
of their verify. tlntg it
activi
products No ies
Are there updated Availa
laws or bility
regulations  for | No of
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Indic | Core or Indic | Indicator Frequ | Assessment Baselin | Targe | Data Source Responsibility | Reporting Timeline
ator Supplem | ators ency Questions e t
# entary Type of
Collec
tion
Component 1. Policy, Law, and Regulation
marketing legal
authorization provis
holder to report ions
adverse drug for
reactions/medici MAHs
ne safety related to
issues? Request report
documentation to ADRs
verify. /Medi
cine
safety
relate
d
issues
Is there an
Existence of esse'nt'lal . Yes .
dated medicines list in Availa
update use? bility
National
- Does the of
Essential .
- essential updat
Medicines .. .
. medicines list ed
List that . .
was 3 selection Yes Natio | Updated Kenya Workshop
1.4 C S . committee nal Essential Chair, NMTC
reviewed years . o . report
with consult medicine Essen | Medicines List
consideratio safety tial
a of information? Medici
. When was the list nes
medicine .
safety last reviewed?
. . Request 2019
information

documentation to
verify.
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Indic | Core or Indic | Indicator Frequ | Assessment Baselin | Targe | Data Source Responsibility | Reporting Timeline
ator Supplem | ators ency Questions e t
# entary Type of
Collec
tion
Component 1. Policy, Law, and Regulation
Component 2. Systems, Structures, and Stakeholder Coordination
Is there a
national
pharmacovigilanc
e center or any
other body
assigned the Existe
responsibility of nce of
monitoring safety 1 4%
of medicines? Yes centre
Prese
Existence of nce of
a national clear
. Is there a clear
pharmacovi mand
gilance mand'ate. land ate & PPB
21 |c s center with | > organizationa eani | Jpdated | PPB 1 opo ppg Strategic
a clear | YEaTS structure f'or' the g' Strategic Plan Plan
mandate pharmacovigilanc zation
and e center? Reguest al
structure (jsrc;ymentatzon to struct
’ ure for
PV
No centre
What  is the
organizational
affiliation of the
PV Center/Unit?
(e.g., University,
hospital
pharmacy NMRA

13



Indic | Core or Indic | Indicator Frequ | Assessment Baselin | Targe | Data Source Responsibility | Reporting Timeline
ator Supplem | ators ency Questions e t
# entary Type of
Collec
tion
Component 1. Policy, Law, and Regulation
department,
NMRA etc.)
How many staff
members (full-
time equivalent)
does the PV
center have who
are  specifically
responsible  for
. . 5 15
carrying out its
functions
The (technical and
pharmacovi administrative)?
gilance Request
center has documentation to
designated, | Annua | verify. Staff CEO. PPB Annual PPB | Long
qualified 1 Do the technical establishment ’ Report Term
human staff in the
resources to pharmacovigilanc Staff
carry-out its e center have .
functions professional  or with
educational B}'1
qualifications Phar
related to Yes m
medicine , quahﬁ
pharmacy/phar cation
maceutical, or s
related field (e.g.
epidemiology,

public health)?

14



Indic | Core or Indic | Indicator Frequ | Assessment Baselin | Targe | Data Source Responsibility | Reporting Timeline
ator Supplem | ators ency Questions e t
# entary Type of
Collec
tion
Component 1. Policy, Law, and Regulation
Is there an
annual budgetary Availa
allocation for bility
pharmacovigilanc of
e activities or for budge
the t
Pharmacovigilanc alloca
. e Center? Yes tion
Existence of
. In the last fiscal
a dedicated
- year, how much
financial
proviion or| | fnds | e
23 |cC s statutory = | Annua | \ioponq donors PPB Budget CEO, PPB Annual PPB
budget for |1 for Report
the . pharmacovigilanc
pharmacovi o
ilance e activities:
g Please enter the
center .
amount in the
Answer box and
specify the
currency in the
Not l .
Ro es column. | o s
equest
documentation to | allocate
verify. d
. Does a mnational Prese
Existence of - P £ 1
a functional medwme safety nece o Quarterly
. Annua | advisory nation | PERAC/NVSAC . PERAC
2.4 C S national . . PPB Secretariat
.- 1 committee exist al reports reports/NV
medicine . -
with the medici SAC reports
safety -
responsibility to Yes ne

15



Indic | Core or Indic | Indicator Frequ | Assessment Baselin | Targe | Data Source Responsibility | Reporting Timeline
ator Supplem | ators ency Questions e t
# entary Type of
Collec
tion
Component 1. Policy, Law, and Regulation
advisory provide technical safety
committee advice on the adviso
safety of ry
medicines to the comm
regulatory ittees
authority?
Has the national
medicine safety
advisory
committee met at
least twice in the 2
previous 12
months? Request
documentation to
verify.
. Aygﬂa Guidelines on
Does a mnational bility
A the Safety and
guideline for of iy
. . . Vigilance of
Existence of pharmacovigilanc nation .
Medical
updated e (or a related al PV
. . . Products and
national document) exist? guidel
. ¢ Health N
pharmacovi Yes ines . Guideline
. - technologies .
gilance 3 Availa review Long
guidelines years bility N CEO, PPB workshop Term
Has the national Guidelines  for
developed - . of . report
. pharmacovigilanc . Establishment
or reviewed S g 1. review
e e guideline been of the QPPV
within the ed
past 5 years dev'eloped or nation -
reviewed within Guidelines  for
al PV .
the past 5 years? idel Monitoring
No lgl'lll es Reporting and

16



Indic | Core or Indic | Indicator Frequ | Assessment Baselin | Targe | Data Source Responsibility | Reporting Timeline
ator Supplem | ators ency Questions e t
# entary Type of
Collec
tion
Component 1. Policy, Law, and Regulation
Managing AEFI
Guide | in Kenya
When were the lines
guidelines last review | Guidelines  on
reviewed? the Safety and
ed iy
Request Vigilance of
documentation to every Medical
verify. 5 Products and
years | Health
2019 Technologies
Availa
Does PPB have b;hty
SOPs for SOPs
pharmacovigilanc
o for PV
e activities? L.
activit
Existence of Yes ies
updated How many SOPs
standard for
operating pharmacovigilanc SOPs
26 C S procedures | Annua | ¢ gctivities exist? | 2 PV SOPs CEO, PPB develppmen Long
(SOPs) for |1 All t/review Term
conductlng' How many SOPs availa reports
pharmacovi for ble
gilance pharmacovigilanc
activities e activities are SOPs
updated? updat
0 ed
When were the SOPs
SOPs last to be
reviewed? 2016 review

17




Indic | Core or Indic | Indicator Frequ | Assessment Baselin | Targe | Data Source Responsibility | Reporting Timeline
ator Supplem | ators ency Questions e t
# entary Type of
Collec
tion
Component 1. Policy, Law, and Regulation
Request ed
documentation to every
verify. 3
years
Prese
. nce of
Emstence of Is there a mech
mechanism mechanism in anism
to p}aee _ to tq
disseminate disseminate d1§se
pharmacovi Y minat
gilance es €
information Is 1 there a
(including nformation Availa
one or more bulletin for bility Quarterly
of . the d;sfamination ?)f of Bulletin Quarterly
27 |c s e o [ 1™ PV information? newsl | ammual Head, VMS Progress
information Request etter Website reports
bulletin, doc‘umentatzon to Realtime
website or verify. Yes 1
: Availa
?o};one line Is tht?re a Web§ite bilty
disseminati for dissemination of
on of of PV Websi
. information?
p_l'llarmacom Yes te
’1gr11 fi rrlr(fation Is ther_e a publicly Availa
advertised phone i
) line to receive and bility
provide medicine | Yes of
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Indic | Core or Indic | Indicator Frequ | Assessment Baselin | Targe | Data Source Responsibility | Reporting Timeline
ator Supplem | ators ency Questions e t
# entary Type of
Collec
tion
Component 1. Policy, Law, and Regulation
safety and PV public
information? ly
advert
ised
phone
Is there another
mechanism  for
dissemination of
PV information?
Please describe
the mechanism in
Notes Yes
Is PV
incorporated into Incorp
the national pre- oratio
service curricula n of
. of doctors? Natio
Existence of Request nal
harmonized d tation to )
national oermen pre=.
pharmacovi verify. No servic '
Jance 3 Fs _ PV e Natlgnal pre Lon
2.8 C S glan incorporated into curric | service PV | CEO, PPB g
curricula years . . Term
for key the _nat1ona1.pre— ula for | curriculum
service curricula doctor
healthcare
workers - of nurses? s,
Pre-Service Request . nurse
documentation to s and
verify. No phar
Is PV macis
incorporated into ts
the national pre- | Yes
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Indic | Core or Indic | Indicator Frequ | Assessment Baselin | Targe | Data Source Responsibility | Reporting Timeline
ator Supplem | ators ency Questions e t
# entary Type of
Collec
tion
Component 1. Policy, Law, and Regulation
service curricula
of pharmacists?
Request
documentation to
verify.
Incorp
oratio
Is the curriculum n of
in use for pre- Natio
service training of nal
healthcare pre-
workers the EAC servic
harmonized PV e
curriculum? curric
Request ula for
documentation to health
verify. care
worke
No rs
Is there a Aygﬂa
) - bility
Existence of pharmacovigilanc of PV
harmonized e training _
. traini 1-day
pharmacovi module, manual, :
. . ng curriculum
gilance 3 or curriculum for modul | 3-da Trainin Lon
2.9 C S curricula in-service y Head VMS & &
years .. e for | curriculum report term
for key training of health in- 5-da
healthcare care workers? . Y
servic | curriculum
workers - Request
. . e
In-Service documentation to ..
verify traini
) Yes ng
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Indic | Core or Indic | Indicator Frequ | Assessment Baselin | Targe | Data Source Responsibility | Reporting Timeline
ator Supplem | ators ency Questions e t
# entary Type of
Collec
tion
Component 1. Policy, Law, and Regulation
Is the curriculum
in use for in-
service training of
healthcare Ha'rm
workers the onized
national PV
harmonized PV curric
curriculum? ulum
Request
documentation to
verify. No
How many
healthcare
workers has the
Number of ceqter/ program
trained on PV in
healthcare .
the previous 12
workers
. . months (through
trained in . .
harmacovi 1N-Service
pilan in | Quart training)? Quarterly Lon
2.10 | C P grance U Training reports | Head, VMS progress ong
the previous | erly Term
reports
3  months
thropgh - How many
service .
.. training
training .
rogram events/sessions
P were conducted

in the previous 12
months?
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Indic | Core or Indic | Indicator Frequ | Assessment Baselin | Targe | Data Source Responsibility | Reporting Timeline
ator Supplem | ators ency Questions e t
# entary Type of
Collec
tion
Component 1. Policy, Law, and Regulation
Does a platform,
mechanism or
strategy for the
coordination  of
. pharmacovigilanc
Existence of e activities (such Existe
a . as PV technical nce of
functioning i PV
latform working  group,
p . forum or TWG
mechanism recularl
or strategy gwary Quarterly
scheduled
for the | Annua - . TORs for the progress
2.11 C S — meetings)  exist Head, VMS
coordinatio |1 . TWG reports /
n of among national minutes
harmacovi stakeholders? Yes
pilance Have the key
ictivities - national
. stakeholders
National
Level been convened at
least once in the 1
previous 12
months? Request
documentation to
verify. No
Evidence of Are Incor
consideratio pharmacovigilanc porati
n of safety | 3 e data considered on of STG
2.12 S P . STGs Chair, NMTC developmen
data when | years when developing safety t report
developing standard data p
and treatment Yes in
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Indic | Core or Indic | Indicator Frequ | Assessment Baselin | Targe | Data Source Responsibility | Reporting Timeline
ator Supplem | ators ency Questions e t
# entary Type of
Collec
tion
Component 1. Policy, Law, and Regulation
updating guidelines? STG
standard Request develo
treatment documentation to pment
guidelines verify.
National
pharmacovi
gilance ' Is the naitt%onal Memb
center is a pharmacovigilanc ershi
full or e center a full or to p
associate Annua | associate
213 C S member of |1 member of the WHO
the  WHO WHO Program for EO%Z?
Program for International IDM Certificate of
Internation Drug Monitoring? Membership/An
al Drug nual Annual
Monitoring Yes subscription Head, VMS report
Component 3. Signal Generation and Data Management
Existe
Does a central nce of
database exist for datab
managing PV ase for
Existence of data? PV
a national Yes data
31 |c s database for | Annua | Does the central PV database Head, VMS PV Reports
pharmacovi |1 database contain
gilance data from various
information PV sources and Yes
methods?
Request
documentation to
verify. Yes
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Indic | Core or Indic | Indicator Frequ | Assessment Baselin | Targe | Data Source Responsibility | Reporting Timeline
ator Supplem | ators ency Questions e t
# entary Type of
Collec
tion
Component 1. Policy, Law, and Regulation
Evidence of Has information
a4 DrOCESS or in the database Existe
b . been shared nce of
mechanism .
. (either syste
for sharing .
) . electronically or ms for
information via report) with sharin
with other Annua | other pre lato Emails/Letters/ Annual
32 | C P regulatory | regwarory & Submission  of | Head, VMS
. 1 functions, other infor .. reports
functions, reoulato matio data to Vigilyze
other gwatory .
regulatory agencies and/or n in
agencies global databases? PV
g Request datab
and global .
documentation to ase
databases .
verify. Yes
Existence of Is there a
a standard standard AE
i ?
:\(;lgsise AB) reporting form- SADR reporting
reportin form
fofm g Yes AEFI reporting
Are there relevant Existe f\(/){rrcrlli ation error
Subset Annua fields in the nce of reeorctino ?or(r)n Annual
3.3 C S indicators: 1 standard AE form releva Ac?verseg Head, VMS reports
The (or a separate nt . p
transfusion
standard form) to report forms reaction  form
reporting adverse drug . .
. Medical device
form or reactions? Yes L
) incident
separate Are there relevant reporting form
forms, fields in the PQpMP fogrms
provide for standard AE form
reporting (or a separate | Yes
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Indic | Core or Indic | Indicator Frequ | Assessment Baselin | Targe | Data Source Responsibility | Reporting Timeline
ator Supplem | ators ency Questions e t
# entary Type of
Collec
tion
Component 1. Policy, Law, and Regulation
of— form) to report
- Adverse suspected
drug medication
reactions errors?
- Suspected Are there relevant
medication fields in the
errors standard AE form
- (or a separate
Therapeutic form) to report
ineffectiven therapeutic
ess ineffectiveness? Yes
- Suspected Are there relevant
misuse, fields in the
abuse of standard AE form
and/or (or a separate
dependence form) to report
on suspected
medicines misuse, abuse
- Adverse and/or
events dependence on
following medicines? Yes
immunizati Are there relevant
on (AEFI) fields in  the
- Medical standard AE
devices and form (or a
diagnostics separate form) to
report AEFIs? Yes
Are there relevant
fields in  the
standard AE form
(or a Yes

separate
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Indic | Core or Indic | Indicator Frequ | Assessment Baselin | Targe | Data Source Responsibility | Reporting Timeline
ator Supplem | ators ency Questions e t
# entary Type of
Collec
tion
Component 1. Policy, Law, and Regulation
form) to report
adverse events
related to medical
devices and
diagnostics?
Existe
Existence of Is there a form ?ce of
. orm
a form (or with relevant for
section  of fields for "
ADE form) reporting ;‘ggor
34 | C S for _ Annua | suspected/ suspe PQMP reporting Head, VMS Annual
reporting 1 observed poor ted form reports
suspected quality  issues? cte
product Request produ
. . ct
quality documentation to .
. . qualit
issues verify. y
Yes issues
Existe
Existence of nce of
a form or a form
mechanism Is there a or PV reporting tool
for the Annua standard mech |- SADR, AEFI, Annual
3.5 | S S public to 1 reporting form for anism | medication Head, VMS reports
report AEs the general public for the | error, medical
(Patient to report AEs? public | devices
reporting to
system) report
Yes AEs
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Indic | Core or Indic | Indicator Frequ | Assessment Baselin | Targe | Data Source Responsibility | Reporting Timeline
ator Supplem | ators ency Questions e t
# entary Type of
Collec
tion
Component 1. Policy, Law, and Regulation
Existence of Is there an
electronic electronic AE
AE reporting system?
reporting Existe
36 S S systerr_l that 3 Is the system nce of Electrgmc AE Annual
. complies . . electr | reporting Head, VMS
with years comphant .w1th onic system (PvERS) reports
internation the 1r}ternat10nal AR
al reporting reporting
P standards (E2B)?
ormat
standards Yes
Component 4. Risk Assessment and Evaluation
Total What is the total
number of number of AE
AE reports reports received
received in in the previous 12
the previous months? Request
12 months documentation to
(also verify.
expressed Of the total, what
as number Annua is the number of Electronic  AE Annual Immediat
4.1 C P of AEs per 1 reports of ADR? reporting Head, VMS t
100 000 Of the total, what system (PVERS) reports ¢

persons in
the
population)

Sub-
indicators:
- ADR

- Suspected

is the number of
reports of
suspected
medication
errors?

Of the total, what
is the number of
reports of
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Indic | Core or Indic | Indicator Frequ | Assessment Baselin | Targe | Data Source Responsibility | Reporting Timeline
ator Supplem | ators ency Questions e t
# entary Type of
Collec
tion
Component 1. Policy, Law, and Regulation
medication therapeutic
errors ineffectiveness?
’_I‘herapeu tic Qf the total, what
ineffectiven is the number of
ess reports of
- Suspected sqspected
) misuse, abuse,
misuse,
abuse dependence?
depen’dence Qf the total, what
. AEFI is the number of
- AE related reports of AEFI?
to medical Qf the total, what
devices and is the numfberA(])Ef
. . reports o
diagnostics related to medical
devices and
diagnostics?
What is the total
population of the
country?
Number What is the
and number of AE
percentage reports received
of total AE by the mnational
reports pharmacovigilanc Electronic  AE .
4.2 C P received by {Xnnua e center in the reporting Head, VMS Annutal Immediat
the national previous 12 system (PVERS) reports ¢
pharmacovi months from
gilance marketing
center in authorization
the previous holders?

28




Indic
ator

Core or
Supplem
entary

Indic
ators

Type

Indicator

Frequ
ency
of
Collec
tion

Assessment
Questions

Baselin
e

Targe

Data Source

Responsibility

Reporting

Timeline

Component 1. Policy, Law, and Regulation

12 months
from:

- Marketing
Authorizati
on Holders
- PHPs
- Health
care
providers

- Patients

What  is the
number of AE
reports received
by the national
pharmacovigilanc
e center in the
previous 12
months from
public health
programs?

What  is the
number of AE
reports received
by the national
pharmacovigilanc
e center in the
previous 12
months from
healthcare

providers?

What  is the
number of AE
reports received
by the national
pharmacovigilanc
e center in the
previous 12
months from
patients?

What is the total
number of AE
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Indic | Core or Indic | Indicator Frequ | Assessment Baselin | Targe | Data Source Responsibility | Reporting Timeline
ator Supplem | ators ency Questions e t
# entary Type of
Collec
tion
Component 1. Policy, Law, and Regulation
reports received
in the previous 12
months?
Number What is the total
d number of ADE
;Ercentage reports received
that have been
:ip(t)(;:zl AE entered in the
received Annua pational da}tabase Electronic AR Annual Immediat
4.3 C P that are | 1 in the previous 12 reporting Head, VMS reports R
entered  in month§? system (PVERS)
the national What is the total
database in number - of ADE
the previous 'reports I'fiCCIVCd
12 months in the previous 12
months?
Number What is the total
and number of AE
percentage reports .
of total AE acknowledged/1§
sued feedback in .
reports Annua | the previous 12 Electronic  AE Annual Immediat
4.5 C P acknowledg reporting Head, VMS
ed and/or ! month§ ? system (PVERS) reports ¢
issued What is the total
feedback in number - of .AE
the previous 'reports rfacewed
12 months in the previous 12
months?
Number Annua What is the total Electronic AE Annual Immediat
4.6 C P and 1 number of AE reporting Head, VMS reports R
percentage reports subjected system (PvERS) P
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Indic | Core or Indic | Indicator Frequ | Assessment Baselin | Targe | Data Source Responsibility | Reporting Timeline
ator Supplem | ators ency Questions e t
# entary Type of
Collec
tion
Component 1. Policy, Law, and Regulation
of ADE to causality
reports assessment in
subjected to the previous 12
causality months?
assessment What is the total
in the number of ADE
previous 12 reports received
months in the previous 12
months?
How many of the
ADE reports
Number rec<_31ved at the
national
and . .
pharmacovigilanc
percentage e center were
of ADE . Electronic AE
t Annua committed to reportin Annual Immediat
4.7 C P reports u Vigibase in the cporting Head, VMS
committed 1 . system (PvERS); reports e
.. previous 12 L.
to VigiBase VigiBase
. th months?
H;evious 1; What is the total
P number of ADE
months .
reports received
in the previous 12
months?
Average What was the
completene average
ss score of Annua completeness Annual Immediat
48 | C P quarterly 1 score of quarterly 100% | VigiBase Head, VMS
reports e
reports reports
committed committed to
to VigiBase Vigibase in the
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Indic | Core or Indic | Indicator Frequ | Assessment Baselin | Targe | Data Source Responsibility | Reporting Timeline
ator Supplem | ators ency Questions e t
# entary Type of
Collec
tion
Component 1. Policy, Law, and Regulation
in the previous four
previous quarters? Consult
four quarterly reports
quarters (= from VigiGrade for
one year) completeness
scores of
submitted reports
How many active
surveillance
studies have been
conducted in the
last 12 months?
Number of Indicate what Acti
. ctive
active type (e.g. cohort .
. o surveillance
surveillance event monitoring,
S protocols  and
activities targeted reports
4.9 C 1n1t1gted, Annua sponte}neous PV active | Head, VMS Annual Immediat
ongoing or |1 reporting, etc.) . reports e
surveillance
completed and stage of - .
. . implementation
during the completion (e.g. lan
previous 12 initiated, on- p
months going or
completed) for
each study.
Request
documentation to
verify.
Number What  is the
4.1 S p and Annua | number of 'AE Head, VMS Annual Immediat
percentage 1 reports received reports e
of total AE in the previous 12
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Indic | Core or Indic | Indicator Frequ | Assessment Baselin | Targe | Data Source Responsibility | Reporting Timeline
ator Supplem | ators ency Questions e t
# entary Type of
Collec
tion
Component 1. Policy, Law, and Regulation
reports months
received at submitted by
the national doctors?
pharmacovi What  is the
gilance number of AE
center in reports received
the previous in the previous 12
12 months months
from submitted by
healthcare nurses?
providers by What s the
type of number of AE
provider reports received
in the previous 12
months
submitted by
pharmacists?
What is the total
number of AE
reports received
in the previous 12
months?
Evidence of Does the NMRA
g conduct
supervision . . . PV Assessment
visits to supervision visits reports
marketing Annua of MAHs that Annual Short
4.11 S P .o, address PV? . . Head, VMS
authorizatio | 1 How e PV inspection reports Term
n holders by . any report
NMRA that supervision visits
address PV have been

conducted in the
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Indic | Core or Indic | Indicator Frequ | Assessment Baselin | Targe | Data Source Responsibility | Reporting Timeline
ator Supplem | ators ency Questions e t
# entary Type of
Collec
tion
Component 1. Policy, Law, and Regulation
previous 12
months?

Component 5. Risk Management and Communication

Number of How many

regulatory regulatory

actions actions were

taken in the taken in  the

previous 12 preceding 12

months as a months as a

consequenc consequence  of

e of national pharmacovigilanc

pharmacovi e activities that

gilance resulted in

activities product label

including: changes

- Number of Annua (variation)? Email/Bulletin/ Annual Immediat
5.1 C O product 1 How many Website Head, VMS R

label regulato eport ¢

gulatory

changes actions were

(variation); taken in  the

- Number of preceding 12

safety months as a

warnings on consequence  of

medicines pharmacovigilanc

to health e activities that

professional resulted in safety

s and warnings on

general medicines to

public; health

- Number of professionals?
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Indic | Core or Indic | Indicator Frequ | Assessment Baselin | Targe | Data Source Responsibility | Reporting Timeline
ator Supplem | ators ency Questions e t
# entary Type of
Collec
tion
Component 1. Policy, Law, and Regulation
withdrawals How many
of regulatory
medicines; actions were
- Number of taken in  the
other preceding 12
restrictions months as a
on use of consequence of
medicines; pharmacovigilanc
- Number of e activities that
treatment resulted in safety
guideline/p warnings on
olicy medicines to the
changes general public?

How many
regulatory

actions were
taken in  the
preceding 12

months as a
consequence  of

pharmacovigilanc
e activities that
resulted in
withdrawals of
medicines?

How many
regulatory

actions were
taken in  the
preceding 12

months as a
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Indic
ator

Core or
Supplem
entary

Indic
ators

Type

Indicator

Frequ
ency
of
Collec
tion

Assessment
Questions

Baselin | Targe | Data Source

e t

Responsibility

Reporting

Timeline

Component 1. Policy, Law, and Regulation

consequence  of
pharmacovigilanc
e activities that
resulted in
treatment

guideline/policy
changes?

How

regulatory
actions were
taken in the
preceding 12
months as a
consequence  of
pharmacovigilanc
e activities that
resulted in other
restrictions on use
of medicines?

many

5.2

Number of
signals
detected in
the past 3
years by the
pharmacovi
gilance
center

years

How many
signals were
detected in the
past 3 years by
the

pharmacovigilanc

e center?

Signal
Register/Comm
unication

Head, VMS

Annual
Report

Immediat
e

5.3

Average
time

between
identificatio

lag

Annua

How long does it
take from when a
safety signal or
significant safety

Signal report/
30 Communication
days to health care

workers

Head, MS

Annual
Report

Immediat
e
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Indic | Core or Indic | Indicator Frequ | Assessment Baselin | Targe | Data Source Responsibility | Reporting Timeline
ator Supplem | ators ency Questions e t
# entary Type of
Collec
tion

Component 1. Policy, Law, and Regulation

n of safety issue is identified

signal of a to when it is

serious ADR communicated to

or health  workers

significant and the public?

medicine Please answer in

safety issue days.

generated

nationally

and

communica

tion to

health care

workers and

the public

What  is the

Number of number of

suspected suspected

product product quality

quality issues detected

issues Annua | through the PvERS/PMS Annual Immediat

54 |8 © detected 1 pharmacovigilanc Database Head, VMS Report e

through the e system in the

pharmacovi previous 12

gilance months? Request

system documentation to

verify.

Percentage How many issues

of planned | Annua | of the medicine 4 Published Annual Immediat
55 S o issues of the | 1 safety bulletin are (Quart | Bulletin Head, VMS Report e

medicine supposed to be erly)

37




Indic | Core or Indic | Indicator Frequ | Assessment Baselin | Targe | Data Source Responsibility | Reporting Timeline
ator Supplem | ators ency Questions e t
# entary Type of
Collec
tion
Component 1. Policy, Law, and Regulation
safety published per
bulletin (or year?
any other
health-
related
newsletter
that How many issues
routinely of the medicine
features safety  bulletin
ADR or were published in
medicine the previous 12
safety months? Request
issues) doc‘umentation to
published verify.
in the
previous 12
months
Number of How many
products products were
voluntarily voluntarily
withdrawn withdrawn by
by marketing
market_mg' Annua authorization Database of Director, HPT Annual Immediat
5.6 | S (0] authorizatio 1 holders because reported safety R
eport e
n  holders of safety concerns concerns

because of
safety
concerns in
the previous
12 months

in the previous 12
months?
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Indic | Core or Indic | Indicator Frequ | Assessment Baselin | Targe | Data Source Responsibility | Reporting Timeline
ator Supplem | ators ency Questions e t
# entary Type of
Collec
tion
Component 1. Policy, Law, and Regulation
Number How many
and requests for
percentage information
of medicine about medicine
safety safety were
information received in the
requests previous 12 . .
addressed months? Request Zlgﬂy ze/Uppsal
57 |s o previous t?g Annua ngilf;r?entatlon © Reports/Comm | 1y 4 vMs Annual Immediat
unication from Report e
months Of the total other resulators
received, how gu
many  requests
for medicine
safety
information were
addressed in the
previous 12
months?
Number of
medicine How many
safety medicine safety
issues of issues identified
local from outside
5.8 S o 'releva_tnce Annua | sources were
identified 1 acted on locally in
from the previous 12
outside months? Request
sources documentation to
(e.g., from verify. Safety Annual Immediat
another communication | Head, VMS Report e
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Indic | Core or Indic | Indicator Frequ | Assessment Baselin | Targe | Data Source Responsibility | Reporting Timeline
ator Supplem | ators ency Questions e t
# entary Type of
Collec
tion

Component 1. Policy, Law, and Regulation

country,

from EAC

region or

internation

al sources)

and acted

on locally in

the previous

12 months

Number of

public or How many public

community or community

edL}c‘apon edl,}c'a?lon . Reports of the

activities activities relating .

relating to | Annua | to medicine safety Cor'nm'umty Annual Immediat

59 | S (0] L . activities/Talks | Head, VMS
medicine 1 were carried out . Report e
. . hows/Social

safety in the previous 12 Media

carried out months? Request

in the documentation to

previous 12 verify.

months
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10.2 Public Health Programs

Key: Immediate(0-6months), Short Term(6-12 months), Long Term (More than 1 year)

Indic | Core Indi | Indicator Freque | Assessment Question Baseli | Targe | Data Responsi | Repor | Timeli
ator # | or cato ncy of ne t Source | bility ting ne
Suppl | rs Collect
emen | Typ ion
tary e
Component 1. Policy, Law, and Regulation
Component 2. Systems, Structures, and Stakeholder Coordination
- Are pharmacovigilance Strategi
Pharmacovigilance e 1 ¢ and/
R s activities included within the
activities included within stratesic and/or annual or
P2.1 C P the strategic and/or | Annual g - Annual
. operational plans of public .
annual operational plans health roorams? operatio
of public health programs Prog ) nal Head, Annua | Long
3 9 plans PHP 1 Term
Is there an annual budgetary
allocation for
pharmacovigilance  activities
for the PHP?
Existence of a dedicated 3 9
financial provision or In the last fiscal year, how Long
P2.2 C S statutory budget for the Annual many funds were allocated by Term
PHPs the MOH and donors for
pharmacovigilance activities?
PHP Head, Annua
9 Budget | PHP 1
Existence of a Is there a mechanism in place Presenc
mechanism to to disseminate PV information | 3 9 e of
disseminate Is there a newsletter or bulletin Lon
P2.3 C S pharmacovigilance Annual | information bulletin for s, Terrigl
information (including dissemination of PV Newslett Annua
one or more of the information? ers, Head, 1
following:  newsletters, 3 9 Website | PHP report
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Indic | Core Indi | Indicator Freque | Assessment Question Baseli | Targe | Data Responsi | Repor | Timeli
ator # | or cato ncy of ne t Source | bility ting ne
Suppl | rs Collect
emen | Typ ion
tary e
information bulletin, Is there a website for
website or phone line for dissemination of PV
dissemination of information? 3 9
pharmacovigilance Is there a publicly advertised
information) phone line to receive and
provide medicine safety and PV
information? 1 9
Is there another mechanism for
dissemination of PV
information? Please describe
the mechanism 3 9
How many healthcare workers
has the center/program
Number of healthcare trained on PV in the. previous
. . 12 months (through in-service
workers trained in training)? PHP Annua
P24 C p pharmacovigilance in the Annual &l Training | PV/PMS 1 u Short
) previous 12  months — reports focal Term
. . How many training report
through in-service . person
trainin events/sessions were
& conducted in the previous 12
months? Request
documentation to verify.
Number Of. pa‘uonal Do the treatment guidelines or Treatme
treatment guidelines or - . nt PHP
. iq s protocols in use in the PHP N Annua
protocols in use within - . . guidelin | PV/PMS Long
P2.5 C P . Annual | provide instruction for PV 1
the public health . es or | focal Term
. activities? Request report
programs that consider d . . protocol | person
h ol ocumentation to verify. 9 9
pharmacovigilance S
Evidence of consideration Is pharmaoowgﬂance dgta Standar PHP
considered when developing d Annua
of safety data when PV/PMS Long
P2.6 S P ) . 3 years | standard treatment Treatme 1
developing and updating S focal Term
guidelines? nt report
standard treatment - person
1 9 Guidelin
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Indic | Core Indi | Indicator Freque | Assessment Question Baseli | Targe | Data Responsi | Repor | Timeli
ator # | or cato ncy of ne t Source | bility ting ne
Suppl | rs Collect
emen | Typ ion
tary e
guidelines or treatment es or
policies Policies
Component 3. Signal Generation and Data Management
ADR/A
PHPs use the national, Does the PHP use the national, E PHP Annua Immed
P3.1 C P standard ADR/AE | Annual | standard ADR/AE reporting reports PV/PMS 1 iate
reporting form form? from focal report
3 9 PHP person
Component 4. Risk Assessment and Evaluation
Number and percentage What is the number of AE
of ADR/AE reports reports received by the PHP in
received by PHPs that the previous 12 months? PHP
P4.1 C P were submitted to  the Annual | What is the number of AE ADR/AE | PV/PMS meed
national . Reports | focal iate
- reports submitted by the PHP
pharmacovigilance center . . person Quart
- . to the national PV center in the
in the previous 12 . N erly
months previous year: Report
How many active surveillance
studies have been conducted
in the last three years (36
Number of active months)?
. s Indicate what type (e.g. cohort Study PHP
surveillance activities . Annua
o - event monitoring, targeted Protocol | PV/PMS Immed
P4.2 C P initiated, ongoing or | 3 years . 1 .
. spontaneous reporting, etc.) Progress | focal iate
completed during the . report
and stage of completion (e.g. report person
past three years . .
initiated, on-going or
completed) for each study.
TBD
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Indic | Core Indi | Indicator Freque | Assessment Question Targe | Data Responsi | Repor | Timeli
ator # | or cato ncy of t Source | bility ting ne
Suppl | rs Collect
emen | Typ ion
tary e
What is the total number of
. . patients receiving medicines
Perc§ntage of patients in under the PHP? Request
public health programs . ;
documentation to verify. PHP
for whom drug-related, - SADR/A Annua
. What is the total number of PV/PMS Immed
P4.3 S O serious unexpected | Annual . .- . . E 1 .
patients receiving medicines in focal iate
adverse events  were . Reports report
. . the PHP who experienced drug- person
reported in the previous .
related, serious, unexpected
12 months
adverse events? Request
documentation to verify.
Component 5. Risk Management and Communication
Average time lag between
identification of safety How long does it take from
signal of a serious ADR or when a safety signal or
o L . . . . | PHP
significant medicine significant safety issue is Supervi PV/PMS Annua Immed
P5.1 S (0] safety issue generated | Annual | identified to when it is sion 1 . ¢
. . focal iate
nationally and communicated to health reports erson Report
communication to health workers and the public? p
care workers and the
public TBD
What is the number of
Number of suspected .
roduct quality issues suspected product quality POMP PHP Quart Immed
P5.2 S O b 4 y .| Annual | issues detected through the PV/PMS erly .
detected through public . . Report iate
PHP in the previous 12 focal Report
health programs
months? person
Existence of a program- Is there a program-related rNewlette PHP
related newsletter that newsletter, bulletin or other b’ullettin PV/PMS Quart Lon
P5.3 S O routinely features ADR or | Annual | publication that routinely erly &
. . or focal Term
medicine safety features ADR or medicine . Report
. . . . publicat | person
information safety information? 9 ion
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Indic | Core Indi | Indicator Freque | Assessment Question Baseli
ator # | or cato ncy of ne
Suppl | rs Collect
emen | Typ ion
tary e
How many requests for
information about medicine
Number and percentage safet_y were received in the
of medicine safety previous 12. months? Request
P5.4 S @) information requests | Annual Ic_lIocumentatlon fo verif y‘t i
addressed in the previous ow many = requests o
12 months medicine safety 1nformgt10n
were addressed in the previous
12 months? Request
documentation to verify.
Number of medicine .
safety issues of local HOW many medicine saffety
relevance identified from issues identified from outside
P5.5 S (0] outside sources and | Annual | SOULCOS Were acted on locall}pf
forwarded to NMRA/PV in the previous 12 months.
Centre in the previous 12 Request documentation  to
months vertfy.
Number of public or How many public of
community education corr'lr'ngmty . educa'lt%on
o . activities relating to medicine
P5.6 S (0] activities  relating  to Annual | safety were carried out by the

medicine safety carried
out in the previous 12
months

PHP in the previous 12
months? Request

documentation to verify.
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t

Data Responsi | Repor | Timeli
Source | bility ting ne
Medicin | PV/PMS Quart Short
es safety | focal erly T
erm
reports person Report
PV/PMS | Quart Immed
focal erly .
late
person Report
Short
PV/PMS | Quart | '™
Activity | focal erly
Report person Report




10.3 Health Facilities

Key: Immediate(0-6months), Short Term (6-12 months), Long Term (More than 1 year)

Indic | Core or Indica | Indicator Frequ | Assessment Question Basel | Targe | Data Responsi | Repor | Timeli
ator Suppleme | tors ency ine t Source | bility ting ne
# ntary Type of
Collec
tion
Component 1. Policy, Law, and Regulation
Component 2. Systems, Structures, and Stakeholder Coordination
Is there a mechanism in
place to disseminate PV
information in  your
health facility?
Is there a newsletter or
Existence of a ir}forma}tior.l bulletin for Availa
mechanism to Q1ssem1qat1on of PV bility
disseminate information? of .
- mec
pharmacpwgﬂapce . Is there a website for anism - Quart
information (including di L Facility
issemination of PV for Memos, erly
F2. C S one or more of the ) Annua information? disse | Bulleti CEO/Me PV Irpme
following:  newsletters, | 1 . ) d Supt. diate
information bulletin, Is there a pL}bhcly mlnat ns report
website or phone line for adve.rtmed phone hne_ to ion of s
dissemination of recetve and  provide PV
pharmacovigilance medlcmg safety and PV 1nfo?
information) information? matio
Is there another n
mechanism for
dissemination of PV
information? Please
describe the mechanism
in Notes
Number of healthcare Annua How many healthcare Trainin PV focal Quart Imme
F2.2 C P workers trained in 1 workers has the facility g erly diat
pharmacovigilance in the trained on PV in the Reports person PV rate
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Indic | Core or Indica | Indicator Frequ | Assessment Question Basel | Targe | Data Responsi | Repor | Timeli
ator Suppleme | tors ency ine t Source | bility ting ne
# ntary Type of
Collec
tion
previous 12 months previous 12 months report
through in-service (through in-service s
training training)? Request
documentation to verify.
How many  training
events/sessions were
conducted in the
previous 12 months?
Request documentation to
verify.
Component 3. Signal Generation and Data Management
Percentage of surveyed
healthcare facilities with
functional
pharmacovigilance
submited” 210 APE| | e many aE sepor
p = did the health facility
pharmacovigilance . .
. ) Annua | submit to the national
F3. S P center in the previous 12 .
1 pharmacovigilance
months) . .
e - center in the previous 12
Facility level: Healthcare months?
facility submitted >10 AE ) Quart
reports to the national erly
pharmacovigilance PV
center in the previous 12 PV  focal | report | Imme
months) PvERs person s diate
Component 4. Risk Assessment and Evaluation
Component 5. Risk Management and Communication
Perce_ntage of surveyed Annua | Does the health facility Aygﬂa NMTC Chairma Quart Long
F5.1 S O hospitals that have . bility erly
- 1 have a Medicines and Reports | n NMTC Term
Medicines and of PV
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Indic | Core or Indica | Indicator Frequ | Assessment Question Targe | Data Responsi | Repor | Timeli
ator Suppleme | tors ency t Source | bility ting ne
# ntary Type of
Collec
tion
Therapeutics Therapeutics MTC report
Committees that have Committee? in s
carried out asses
pharmacovigilance sed
activities or addressed faciliti
medicine safety issues in es
the previous 12 months Within the previous 12
months, has the MTC
carried out any 4-6
pharmacovigilance meeti
activities or addressed n
medicine safety issues? &
Request documentation to
verify.
Number of suspected What is the number of Quart
. - suspected product erly
F5.2 S (0] product - quality issues Ann quality issues detected at PvERs PV focal PV Irpme
detected through | ual o . person diate
i the health facility e in the report
surveyed health facilities .
previous 12 months? s
How many requests for
information about
medicine safety were
received in the previous
Number and percentage 12 months? Request Quart
gf quicine safety Annua documentation to verify. PV focal erly Long
F5.3 S O information requests 1 How many requests for person PV Term
addressed in the medicine safety report
previous 12 months information were s

addressed in the
previous 12 months?
Request documentation to

verify.
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Basel | Targe

Indic | Core or Indicator Frequ | Assessment Question
ator Suppleme ency
# ntary of
Collec
tion
Number of public or How many public or
. . community education
community  education . .
activities  relatin to | Annua activities  relating  to
F5.4 | S g medicine safety were

medicine safety carried
out in the previous 12
months

carried out by the health
facility in the previous 12
months?

Data Responsi | Repor | Timeli

Source | bility ting ne
Quart Imme

Health | Pharmaci | erly diate

Talks stI/C/PV | PV

Schedu | focal report

le person s
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10.4 Marketing Authorization Holders

Key: Immediate(0-6months), Short Term (6-12 months), Long Term (More than 1 year)

Indic | Core or Indica | Indicator Freque | Assessment Question Baseli | Targe | Data Responsi | Repor | Timelin
ator # | Suppleme | tors ncy of ne t Sourc | bility ting e
ntary Type Collect e
ion
Component 1. Policy, Law, and Regulation
Component 2. Systems, Structures, and Stakeholder Coordination
M2. S S Percentage of surveyed | Annual |Is there a designated 100% | PPB Company | Annua | Immedia
1 marketing qualified datab | CEO/Hea |1 te
authorization holders pharmacovigilance person ase d Report
that have a designated (QPV) at the company?
qualified (QPV) Request documentation to
pharmacovigilance verify.
person
(MAH: Existence of a
qualified
pharmacovigilance
person at the MAH)
Component 3. Signal Generation and Data Management
Component 4. Risk Assessment and Evaluation
M4. S S Percentage of surveyed | Annual | Does the marketing 100% | PPB QPPV Annua | Immedia
1 marketing authorization holder have inspec 1 te
authorization holders procedures in place for tion report
that have procedures collecting and reporting report s
for the collection and safety issues to the NMRA? s
reporting of safety Request documentation to
issues (e.g. ICSRs and verify
PSURs) to the NMRA
Component 5. Risk Management and Communication
MS. S O Number and | Annual | Does the MAH have any Availa | PPB QPPV Annua | Immedia
1 percentage of risk risk mitigation plans bility | inspec 1 te
mitigation plans currently in place for high- of tion report
currently in place that risk medicines? RMP s
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Indic | Core or Indica | Indicator Freque | Assessment Question Baseli | Targe | Data Responsi | Repor | Timelin
ator # | Suppleme | tors ncy of ne t Sourc | bility ting e
ntary Type Collect e
ion
are targeted at high- for report
risk medicines that high s
have been submitted to risk
the NMRA medic
ines

How many risk mitigation
plans are in place?

How many risk mitigation
plans have been submitted
to the NMRA?
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12.0 Revision History

Revision | Date Section(s) Revised Description of Change
No.
1 07/04/2026 Glossary of Terms Added a section on Glossary of

Terms.

1.3 Rationale, Scope

and Objectives

Included the PPB Strategic Plan,
WHO Global Benchmarking Tool,

and WHO Global Smart
Pharmacovigilance  Strategy as
reference documents for the

pharmacovigilance indicators/KPIs.

2.0 PPB Strategic Plan

Added a section on the PPB Strategic
Plan.

3.0 WHO  Global
Smart
Pharmacovigilance
Strategy

Added a section on the WHO Global

Smart Pharmacovigilance Strategy.

4.0 Pharmacovigilance

Indicators

Changed the section title
from “Indicators” to “Pharmacovigila

nce Indicators.”
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