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Outline

• Introduction

• Whats is Pharmacovigilance

• Pharmacovigilance in Kenya-where we are

• Some regulatory aspects in Kenya arising from 

pharmacovigilance 

• Way forward .
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Pharmacy and Poisons Board

The PPB is the Drug Regulatory

Authority of the Ministry of

Medical Services, Kenya.

It was established in 1957 under the

Pharmacy and Poisons Act- Cap

244 of the Laws of Kenya, with

the mandate:

“to make better provision for the

practice and profession of

pharmacy and the trade in

pharmaceutical products.”
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Pharmacovigilance in its broadest 

terms
• Monitoring medicines to determine unrecognised 

adverse effects or changes in the patterns of their 

adverse effects

-yellow cards, signals from clinical trials

• Continuously assessing the risks and benefits of 

medicines, taking action if necessary to improve 

their safe use

-adding information to the information leaflet or 

packaging, restricting use of a drug, withdrawing 

a drug
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Post Market Surveillance

• Post-market surveillance ensures that, even after

registration, drugs continue to meet the required

standards whilst in the market.

• Quality……Safety……Efficacy
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What is an Adverse Drug Reaction?

The WHO describes an ADR as …

‘ A response to a drug which is noxious and unintended, and

which occurs at doses normally used in man for the

prophylaxis, diagnoses or therapy of disease, or for the

modification of physiological function. ’
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Pharmacovigilance in Kenya

Guidelines for the National PV System in Kenya developed

Tools developed:

Suspected ADR Reporting Form

Alert Card

Form for Reporting Poor Quality Medicinal Products

‘Field testing’ of PV guidelines and tools completed

Training material developed: training curricula, guides and 

manuals
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Pharmacovigilance in Kenya

• Formal launch of the National Pharmacovigilance System in 

Kenya 9th June 2009, Nairobi

– Representatives from both MoPHS and MoMS Hq

– Provincial representatives of both 

– Stakeholders

• 1st and 2nd PV Facilitators training (22nd-26th June and 13th -

17th July 2009)

– 4 provinces

– Clinicians, clinical officers, nurses, pharmacists, pharm-

techs

• Preparing for roll-out
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Pharmacovigilance Reporting 

Tools
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Guidelines for the National 

Pharmacovigilance System in Kenya
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Pharmacovigilance reporting forms
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Identifiable patient

Identifiable reaction

Identifiable drug

Identifiable reporter
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More space to fill in more 
information and list more 
drugs 

Severity assessment 
scale

Causality assessment 
scale
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PV 6 (PINK FORM)

FORM FOR 

REPORTING POOR 

QUALITY 

MEDICINAL 

PRODUCTS

Presenter
Presentation Notes
continued
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