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Role of Pharmacy and Poisons Board 

The PPB is the Drug Regulatory 

Authority of the Ministry of Health, 

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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Looking back yesteryears 

• Drug Regulatory Authority established in 1957, 1st of May 

 

• Concentration on medicine procurement and distribution: 

access 

 

• Monitoring of safety, efficacy and quality of these medicines 

wanting- no formal mechanism 

 

• Formal launch of the National Pharmacovigilance System 

on 9th June 2009   
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Pharmacovigilance 

• Pharmacovigilance is the science of collecting, 
monitoring, researching, assessing and evaluating 
information from healthcare providers and patients on 
the adverse effects of medicines, biological products, 
herbals and traditional medicines, with the view to: 
  

   Identifying new information about hazards, and  

   Preventing harm to patients. 
 

From: 

• Greek pharmakon- drug 

• Latin vigilare- to keep awake or alert, to keep watch  

 

• Safety……Efficacy……Quality 
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Widening scope of Pharmacovigilance 

These include: 

• Substandard and counterfeit medicines 

• Product development 

• Medication error reporting 

• Adverse interactions of medicines with chemicals, other 
medicines, and food reports 

 

• Assessment of drug-related mortality  

• Abuse and misuse of medicines reports  

• Efficacy monitoring  

• Off-label use of medicines 

• Case reports of acute and chronic poisoning 
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Suspected ADR Reporting Form 

National PV Guidelines 

Form for Reporting Poor Quality 

Medicines 
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PV Training Manuals 
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We have… 

• Training materials 

– Curriculum and Implementation Guide 

– Participant’s Manual 

– Trainer’s Manual 

 

– Job Aids and Information, Education & Communication 
(IEC) Materials 

 

– Expert Safety Review Panel 

 

– VigiFlow as our National Database and International 
Reporting Tool 
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Specific Activities 

• We train HCWs on pharmacovigilance via: 

– 5-day PV training course 

– 3-day focused course 

– 1-day sensitization 

– 1-day, 1/2-day, 1-hour CME/CPD and  

– Presentations at professional conferences 

• Create public awareness on PV / Patient safety 

• Receive and review reports on ADRs, PQMP and lack of 

efficacy / suspected counterfeits 

• Take regulatory actions: recall products, revoke regn,  

revoke application for registration 

• Provide feedback to reporters 
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Specific Activities         (2) 

• Introduction of mini-lab screening for antimalarials 

– Scale up to other medicines planned 

 

• Development of a Post Market Surveillance Strategy 

(PMS) for Kenya 

 

• Collaboration with WHO and other partners  

 

• Collaboration with INTERPOL on anti- counterfeiting 
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Returns from our activities      (1) 

• Suspected ADR reports received: 2484 

 

• 193 poor quality medicinal products complaint forms 

received 

 

• Post Market Surveillance activities:  

– Anti-malarials, anti-TB, ARVs, herbals… 

Anti-TB: 10/120 failed: assay… all over 110% upper mark! 

ARV: 1/274 failed -  uniformity of weight  

Antimalarials: under analysis 

– Magnitude of problem: AM > Anti-TB > ARV 

 Herbals: 11/11 failed: growing mould! 
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Returns from our activities 

– “Caking 

– Not-flowing 

– Moulding 

– Laminating 

– Floating particles 

– Crystalization 

– Corrosion of Al covers 

 

– Change of colour 

– Poor coating 

– Chipping 

– Poor packaging 

– Expired medicines 

– Lack of efficacy 

– Suspected counterfeits 

– Un-registered products...” 

Poor quality medicinal products complaints 

received: 
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Some poor quality Medicines found in Kenya 
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Some poor quality Medicines found in Kenya 
(2) 
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• Kenya now (proud) 98th Full Member of the International 

Drug Monitoring Program: 4th May 2010  

 

• Demands for PV cascade trainings! 

 

• Review of pre-service training curricula and eyes on 

training PV in University 

 

• Enhanced working relationship with Public Health 

Programs making patient safety a core agenda in their 

work and work of Medicines and Therapeutic Committees 

(MTCs) within hospitals across Kenya 

Returns from our activities      (2) 
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Area of Antibiotics? 

• Very little work done 

• Very few reports of poor quality ABs received 

 

• Need to have a formal action for ensuring antibiotic 

stewardship… 
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Upcoming Activity: 

Antibiotic Q, S and E 

• Urgent need to carry out a baseline PMS on ABs in 

Kenya 

• Look at: 

– Range and Availability of ABs in Kenya 

– Verify Registration Status 

– Analysis of Quality of these medicines 

– Regulatory action 
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Antibiotic Q, S and E … (2) 

• GARP- Kenya report is our benchmark tool 

• Partnerships being explored for the PMS 

• Choice of class of ABs to be surveyed / analysed to be 

decided, vet and human ABs? 

• “Start small and then grow bigger?” (Or other way round?) 

• Take necessary regulatory action 

• Future: Policy, Legislation and Regulation ensuring AB 

stewardship 

• Sustainability 
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PPB generated income through fees charged 

• Product registration 

• Premises licences- Retail and Wholesale 

• Manufacturers licences 

• Medical representatives licences 

• Annual practice licences for 

pharmaceutical technologists and 

pharmacists 

• GMP Inspection fees 

• Professional registration examination 

fees. 

• Pharmacy training institution 

accreditation fees 

• Advertisement fees 

• Clinical trials’ fees 

Support from partners 

•  WHO 

•  USP/ USAID 

•  MSH-SPS 

•  HAI-Africa 
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Financial Sustainability 
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In Summary 

 

We still focus on Access to 

Medicines…  

 

but we now have Responsible Access 

to these Medicines 
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Vibrant Media 
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Our PV Newsletters 
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Vision: 

To be a global leader in the control 

and regulation of drugs, food 

supplements, cosmetics, 

alternative medicines, devices, 

poisons and medical practice of 

pharmacy. 

 

Mission: 

To improve the quality of life of 

Kenyans through provision of 

quality, safe and efficacious 

pharmaceutical products and 

services. 

 

www.pharmacyboardkenya.org 

Jayesh- Pharmacovigilance 

http://www.pharmacyboardkenya.org/
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THANK YOU 
 Asante sana… 

“You need not be certain… 

 Just be suspicious”  

Report all suspected ADRs 

and Poor Quality Medicines 

to PPB 

PV mantra in Kenya 
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Contact us? 

Division of Medicines Information and 

Pharmacovigilance 
Pharmacy and Poisons Board 

Lenana Road, Nairobi, KENYA 

 

P.O. Box: 27663-00506  Tel:   +254-(020) 3562107 

 Nairobi KENYA                       2716905/6 

         Fax: +254-(020) 2713431 / 2713409 

 

e-mail: pv@pharmacyboardkenya.org 

www.pharmacyboardkenya.org 

mailto:pv@pharmacyboardkenya.org
http://www.pharmacyboardkenya.org/

