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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 Dbetter provision for the
practice and profession  of
pharmacy and the trade In
pharmaceutical products.”
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H 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

~ Pharmacy and Poisons Board
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 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:
v Suspected ADR Reporting Form

v’ Alert Card
v Form for Reporting Poor Quality Medicinal Products

“ ‘Field testing’ of PV guidelines and tools completed

“ Training material developed: training curricula, guides and
manuals

~ Pharmacy and Poisons Board
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Pharmacovigilance in Kenya

* Formal launch of the National Pharmacovigilance System in
Kenya 9" June 2009, Nairobi

— Representatives from both MoPHS and MoMS Hq
— Provincial representatives of both
— Stakeholders

« 1stand 2n PV Facilitators training (22"4-26™ June and 13 -
171 July 2009)

— 4 provinces

— Clinicians, clinical officers, nurses, pharmacists, pharm-
techs

* Preparing for roll-out

~ Pharmacy and Poisons Board
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Pharmacovigilance Reporting
Tools
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Guidelines for the National
| Pharmacovigilance System in Kenya

MINISTRY OF
MEDICAL SERVICES
AND
MINISTRY OF
PUBLIC HEALTH AND SANITATION
KENYA

PHARMACY AND POISONS BOARD

GUIDELINES FOR THE
NATIONAL PHARMACOVIGILANCE SYSTEM
IN KENYA
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EXPLANATORY NOTES

';:I,N]I.IDENTIAL;\ITI‘J his fc ident f th i ll W] HAPRENSTOT RMATION
. = ““““"'d“" el this form, identities of the reporter and patient. Wik - /i mation submitted is handled in strict confidence. The Pharmacy and
\e FRgpeie, pniientn St Poisons Board will assess causality and statistical analysis on each
Jorm. Data will periodically be used for review and suggest any
q WHAT 70 REPORT ' interventions that may be required to the Ministry of Health. Data will also
An Adverse Drug Reaction (ADR)s defined as a reaction that is noxious and be submisted periodicaliy 1o the Uppsala Monitoring Centre - the WHO
unintended, and occurs at doses normally used in man for prophylaxis, Collabarating Center for International Drug Monitoring in Sweden
diagnosis or treatment of a disease, or for modification of physiological
function. ION OF INITIAL OR FOLLOW-UP REPOR
n is important to tick the appropriate box on the top-right corner of the front
Be "Ir e adverse experiences with medications, page 1o indicate whether the report is an.initial (original) report or is a
| e xpeua y those where thepafient outcome is: follow-up (subsequent) report.
Death It is very important that follow-up reports are identified and linked to the
*  Life-threatening (real risk of dying) original report
*  Hospitalization umll.ll or pmannuu;
N or ) WHERE TO REPORT

After completing this form, please forward the same to your Pharmacy

*  Congenital anomal
genital anomaly Department for onward submission, or mail directly, to:

= = Required inte: et permane e d
Mo re space to fl I I In m o re ;ew:lq:;:. iurx;m\remmn to prevent permanent impairment or damage o R

*  You are not certain if the drug caused the reaction Lenana Road.

information and Iist more *  Youdonot have all the details P. 0. Box 27663-00506 NAIROBI

WHO CAN REPORT Tel: (020)-2716905 / 6 Ext 114 Fax: (020)-2713431/2713409
d All healthcare professionals (clinicians, dentists, nurses, pharmacists, ¢-mail: pv@pharmacyboardkenya.org
ru g S physiotherapists, community health workers etc) are encouraged to report.

Please use the space provided below for any further information. You may attach mere pages to

LIST OF ALL DRUGS USED IN THE LAST 3MONTHS | DOSE |
PRIOR TO REACTION
(include OTC and herbals)

DATE
STARTED STOPPED SUSPECTED

DATE |1NmCAT]0N TICK ()
| f 00| DRUGIS)

The ADR requires that the suspected drug be withheld, discontinucd or othcrwise changed, and/or an antidote or other treatment s required.

bbb LR o i B LDC SIS Nt SIS,
S H Mild * The ADR requires no change in treatment with the suspected drug
eve r I ty assess m e n t The ADR requires that the suspected drug be withheld, discontinued or otherwise changed. No antidote or other treatment is required
No increase in length of stay
Moderate
sca e Increases length of stay by at least one day
The ADR i the reason for sdmission.
Sevure * The ADR requires intensive medical care -
* The ADR causes permanent harm to the patient

Fatal * The ADR either directly or indirectly leads to the death of the patient

Causality Term
Certain |

*  Cannot be explained by discase or ather drsgs

*  Response to mmnw.l plausible .ph,.mmumgmm pathologically)

*  Event definitiv (i.e an objective and specific medical disorder or a recognized pharmacological phenomenon)
* Richatiengs siafeciory . i neo ecessary.

Probable / Likely| * Event or laboratory tests y. with
| *  Unlikely 1o be attributed to discase or other drugs
*  Response o withdrawal clinically reasonable
*  Rechallenge not required

i ‘iﬂsmlr T |7 *  Eventor laboratory tests . with time relationship to drug intake g T o i ¢
usality assessmen e e e B

Information on drugs withdrawal lacking or unclear
v y * Event or laboratory tests abnormal a time
sca e * _ Discase or other drugs provide bl rx;\hn ations
~onditional/ = Event or labornlory test aboormality
| Unclassified *  More data for proper, assessment needed or |
| *  Additional data under cxamination _ |
Unassessable/ *  Report suggesting an adverts reaction
| unclassifiable Cannot be judged because of insufficient or contradictory information
nnot be supplemented or verifie

time 10 drug intake

Yout support . thie Phatraacovigliance progracs o o

| ubmission of # report does not that medical or et cased or cantributed to the < cot.

Puticnt’s identity is hold in o ity Frsgtman saftia not expected 10 and will not disclose reporter’s identity in response 10 any public request,
Information supplicd by you will contribuie therapy in Kenya,

nafity and
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LTH IN CONFIDENCE
NS BOARD
TMENT O PHARMACOVIGI Anc

DE;
FOR! X .
_____FORM Fog REPORTING POGR Quay Ty MEDICINAYL PRODUCTS

Name Province Name ——_7

— Facility Telephone 1/

HEA
POISQO)

[PV 6 (PINK FORM)

Namg
Batehir o

| Nunber
Nagme of —
Manufae
Name of
Distribotgry
Stipplier ‘L

D1 0rat tabeis ¢ eapsuiey

Don) Suspension / syrp
(injection
Diluent

FORM FOR
REPORTING POOR
QUALITY
MEDICINAL

PRODUCTS

LlNebuiser solition
Cream ¢ Ointment Liniment I Pagie

Dioes the progiyer TEQUIE reftigemtion? [1 Yes [
Wk product availuble Tacifiry?

Was Prodoce dispensed and retumzg by clieni? %
===iR
Mol Tecammendationg
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